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Summary of the Second FAS Task Force Meeting

The second meeting of the National Task Force on Fetal Alcohol Syndrome (FAS) and Fetal
Alcohol Effect (FAE) was held on April 25-26, 2001. Permanent members and invited guests,
as were agency staff and interested members of the public were present. The resignation of a
member, Dr. Michael Fleming, was announced; that position will be filled when the current
advisory committee freeze is lifted.

CDC and the ICCFAS provided updates. CDC published an RFA targeted at intervening with
children and adolescents who have FAS or ARND. This was described in some detail. Other
RFPs are in development. The program's funding FY2001 is $8.5 million, most of which must
be disbursed in the field. Funding for FAS awareness education also will be announced.
Specific work was summarized to prevent alcohol-exposed pregnancies; the completion of
Project Choices' Phase | feasibility study; collaborative work on message dissemination and on
development of an Internet-based training module on screening women at risk.

The ICCFAS described its interagency membership, its goals, FAS priority areas for 2000-2005,
and the areas addressed in workshops to date (most of which have reports available). ICCFAS
work outlined included: efforts to better link the research, health care, and education systems'
interaction to identify and treat affected children; several prevention, diagnosis, and case
identification, and intervention projects; work in FAS/E etiology and pathogenesis; training for
professionals; and future planned work. The ICCFAS Website was described

(www.NIAAA nih.gov/fas/). Also presented was the monograph/proceedings from the ICC's
March 2000 workshop on the differential diagnosis of FAS, held in Bethesda, MD, for four NIH
Institutes. The ICCFAS also developed an FAS/E screening instrument practical for use in the
educational setting by non-medical professionals. Overall, the ICCFAS is pleased with the
field's advances in involving many organizations/agencies not previously working in this area.

Task Force discussion included note of the lack of review to ensure the consistency of the
agencies' FAS/E messages. It was hoped that message standardization would be a goal of the
SAMHSA Center for Excellence/CDC Consortium. SAMHSA received new FAS funding (~$15
million), as did CDC (~$6 million), but no others.

Workgroup reports were provided. The Workgroups were asked to gather the evidence base
for their recommendations and to detail what gaps will be filled by doing that work.

The Provider Education Workgroup offered four potential recommendations: 1) development
of a top-down approach by a federal agencies and/or professional organizations; 2) better use
of the Web for FAS education; 3) an FAS coordinator in each state; and 4) better
operationalization (integration) of FAS in the education field. Discussion about targeted
professions/groups addressed intervention dissemination,

support of Web-based learning tools, and development of evaluation and care guidelines.

Task Force discussion included note of the risk that a segregated approach to exposures can
miss reaching women indulging in polypharmacy. The ASAM Committee on Pregnancy and
Neonatal Addiction addresses that, and interventions to unaddicted women in their child-bearing
years. In response to ASAM's expressed wish to network with CDC, AAFP, ACOG, and others
in FAS/E work, the Task force offered to provide a speaker if the ASAM holds an FAS session
at their meeting. The dual diagnosis model about substance abuse and serious mental illness
was suggested as a useful model to promote interdisciplinary communication and effective



practice models. The alcoholism model was also cited to combat the stigma associated with
FAS/E.

Other suggestions included: 1) a proposal that the Task Force identify the areas needing
information, experts able to contribute relevant knowledge, and then fund groups to assemble
that information for the Task Force to pass along to the agencies; 2) that the Task Force advise
SAMHSA to include the stigma associated with FAS in their RFA, and that the Workgroup add
chemical dependency preventionists as members; 3) that the Task Force focus on information
exchange from the field and recommendations to/from the agencies; 4) that the Task Force
advocate that the USPSTF alter its 1996 finding of insufficient evidence to support strict
guidelines on drinking during pregnancy, 5) that the Task Force request a report from the
Cochrane Collaboration's database on the state of the art; and 6) that the Task Force provide
the National Nurses Association with recommendations for an FAS policy statement.

Motions were passed to formally endorse the Surgeon General's advisory about not
drinking during pregnancy, and to request that the Surgeon General reissue the 1981-82
FAS advisory on National FAS Day in September, recommending that national
organizations incorporate these guidelines into their guidelines, and urging their
implementation into practice. Also suggested was to identify and recommend areas for
which evidence-based guidelines should be developed, and to clearly differentiate between
policy and practice implementation. Finally, the CSAP TIPs on Pregnant Substance-Abusing
women and the ACOG/March of Dimes training manual on pregnancy were recommended as
provider training models.

The Multi-Level Collaboration Workgroup offered preliminary recommendations to establish a
Multisite Research Center and a registry. This consortium's focus would not be FAS/E
epidemiology or secondary/tertiary prevention, but a center for studying children and adults with
FAS/FAE and perhaps their parents and caregivers.

The Multisite Research Center (MRC) would allow subject pooling for study power and facilitate
communication about basic science and clinical applications. Models were cited. NIH would
lead the basic research science, SAMHSA and/or CDC would lead the clinical demonstration
projects. All agencies (NIH, CDC, SAMHSA, Justice, Education) would share the costs. An
administrative entity will be needed to link the basic research and clinical components. A
scientific advisory board would represent families, physicians, educators, study sites, etc. Initial
specific scientific and clinical goals were outlined (conduct research on outcomes of prenatal
alcohol exposure and treatment, conduct mechanistic studies, focus first on an integrated
research area [e.g., brain imaging], gather questionnaire data).

The FAS/FAE Registry could reside in the MRC or in an existing registry. A science advisory
committee and multi-representative board would be appointed and consider the
criteria/mechanism for subject entry to the registry. Advice on a model for use was solicited.

Task Force discussion noted that the Workgroup did not know of the SAMHSA or CDC projects
when this proposal was developed. It was explained that CDC's RFA establishes one level of a
multi-level, multisite effort to test interventions, and contains many elements of this Workgroup's
proposal. Since SAMHSA's work is such a large component of progress, the Chair agreed to
write a letter to request that a formal SAMHSA liaison be seated on the committee. They will be
invited through the ICCFAS, the federal agency coordinator (and perhaps the appropriate
avenue for such a consortium), to discuss the multiplicity of RFAs being issued.



The committee appreciated both proposals as a way to help resolve conflicting reports in the
field (e.g., on neurodevelopmental outcomes, phenotype, etc.) and to help answer such simple
guestions as the effect of maternal age or use of Ritalin. But in the absence of a biomarker,
registry entry criteria would have to be broadly defined. Potential problems about registries,
including parental perspectives and the new DHHS confidentiality regulations, were discussed.

Ultimately, a motion was passed to table the recommendation on the multisite consortium
to the next meeting, so that the Workgroup could continue to investigate the associated
possibilities and develop it further. Similarly, the need to have a legal opinion indicating if a
registry is even possible, and then determination of its potential efficacy, was agreed. Most
likely different registries for children with FAS and their birth mothers would be needed. A
motion was passed that a Registries Workgroup be formed to develop a white/position
paper on registries and report to the Task Force on the issues, such as mandatory versus
voluntary registries. The latter distinction depends on the Registry's purpose and affects its
design, both also to be discussed and recommended on by the Workgroup.

The Visibility/Public Awareness Campaign Workgroup suggested that three basic principles
guide the work to raise the visibility of FAS/E issues: 1) promotion of the disease model of
alcohol abuse and alcoholism; 2) consultation with minority groups for programmatic cultural
appropriateness; and 3) targeting messages, including to non-pregnant teens/women and their
partners. Potential spokespersons were discussed.

Specific recommendations were to 1) develop a broad-based, national communication plan to
convey that FAS/E is a preventable disability (recommended at the last meeting and CDC has
allocated funds); 2) seek and secure national spokespersons; 3) produce a document based on
parents' and other caregivers' experience; 4) activate an FAS/E Public Awareness Training
Team to present at major conferences/meetings around the country; and 5) work closely with
other ICCFAS members and Task Force Workgroups.

In discussion, it was suggested that development of the experiential parent/caregivers
document be coordinated with the planned regional workshops. A parallel national and state
grassroots campaign to educate parents on how to present FAS/E in their community was also
suggested. The Workgroup was asked to include the wide-ranging effects of stigma as a major
component of their work, and to use an approach broad enough (i.e., education about fetal
development itself) to address the polypharmacy use of many women. The March of Dimes'
folic acid campaign experience also suggests: 1) ensuring evaluation from the beginning; 2) a
strong focus on teen/pre-teen prevention; 3) a stronger statement about cultural sensitivity and
competence; and 4) incorporating all the Healthy People 2010 indicators.

The Task Force discussed writing the DHHS Secretary to propose that the Office of National
Drug Control Policy (the "Drug Czar") introduce messages in the written materials they
disseminate that discusses the effects of alcohol and other drugs on newborns.

Evaluation of the Awareness Campaign should range from simple (a survey of knowledge) to
complex (effectiveness of seeking treatment). Seeking March of Dimes technical assistance on
how to conduct an ongoing evaluation was suggested. The importance of long-, short-, and
intermediate goals in a multi-level campaign was stressed, as well as education of health care
professionals to ensure follow-up when they contact women and their families. A long-term
campaign with consistent messages is essential to prevent reoccurrence of alcohol abuse and
to keep FAS/E on the national agenda. A consistent focus on awareness was favored,
particularly among women who are not problem drinkers, as well as building coalitions with



professional organizations and the March of Dimes to keep the national campaign going on the
state/local level.

The workgroup also introduced the idea of advising the federal agencies to: a) convene
regional meetings of caregivers and parents to document the collective experience of
dealing with affected children, to raise public awareness. A national-level document
could be developed that summarizes the information collected. Also, b) convening such
meetings could effectively encourage their communities to effect this Task Force's
recommendations, and allow the care-givers to increase the activity of their
communities.

Public Awareness Training Team. The motion was approved to advise that CDC develop
resources, to include profession-specific information as well as potential slides
downloadable from the Internet, and identify speakers with specific levels of expertise as
part of an overall national campaign.

The Survey Workgroup recommended: 1) beginning with a survey of the state agencies of
mental retardation and developmental disability (MR/DD), Mental Health, Native American
Health Services, Alcohol and Drug agencies, and Juvenile Justice. Later surveys would
address MCH, Special Child Health Services, Infant and Toddler Handicapped Programs (Early
Intervention), Special Education, Vocational Rehabilitation, Criminal Justice, and UAPs. Malil
surveys with telephone follow-up of non-respondents when possible would be used. The draft
survey reviewed last December on MR/DD and mental health agencies was expanded, and the
members' review was requested.

Task Force discussion included a stated preference for a phone survey of the tribes and the
suggested involvement of the Native American Indian Research and Rehabilitation Training
Centers. In surveying the education agencies, restricting early intervention efforts to Part C
(birth to age 3) as opposed to Part B (school-age and older) was proposed. Prior to surveying,
a check of both the federal and state DOEs was suggested to determine their definition of
"special education." The survey will be deferred until a DOE/ICCFAS Education Workgroup
finishes its dialogue and exchange of information with educators, to avoid duplication of work.
Other venues discussed for the survey included the NASAD Directors.

The Provider Education Workgroup recommended: 1) a top-down approach (i.e., advising
federal agency leaders to address this issue); 2) public support for the Surgeon General's
recommendation against drinking during pregnancy; 3) advocating the development of
professional organization guidelines for early screening, diagnosis, and treatment for FAS/FAE;
4) supporting the development of a multi-agency coordinating body for FAS in every state; 5)
development of regional continuing education, Web-based, and other curricula; and 6) urge that
all FAS/E research include a component to evaluate changes in provider behavior.

A report was provided on the Four-State FAS/E Prevention Consortium by its co-
investigators, Drs. Judith Strunk and Larry Burd. This new consortium, the first multisite
consortium to address FAS, was funded in September 2000. It involves the two Dakotas,
Minnesota and Montana. Its methodology and objectives were outlined. Cost studies estimated
FAS/E care costs in North Dakota at ~ $17 million/year for children and adults and ~$163
million/year for the four states.



An ongoing multi-year study of parents of children with FAS/E provided demographic
characteristics that were outlined for parents and children. The conceptual model for the
interventions and the identified risk factors for children were shared. The study has good
power for risk factor analysis. Data on maternal alcohol use are gathered in interviews by heath
care providers. Three states will work with high-risk children; one will work with affected
children and adults. When combined, the cohorts should include several hundred high risk
women.

In discussion, the Consortium's registry was described. It also has a sample repository that
hopefully will facilitate a susceptibility marker study. Tribal participation was discussed. The
presenters were asked to update the Task Force as the work advances, to assess the possibility
of replicating it elsewhere. They recommended, as the most effective intervention, a
comprehensive (as opposed to single) intervention approach, although no long-term data to
support that yet exists. The development of cost estimate studies by the Consortium was
applauded.

The Task Force's role was discussed relative to several perspectives over the course of this
meeting. The first addressed the challenges of increasing awareness about FAS in a field that
disagrees on diagnosis, the appropriate messages, guidelines, how educational materials
should be presented, etc. This Task Force's role also appeared to be somewhat redundant to
the ICCFAS and others with a history of FAS work. Goals are needed to help agencies
coordinate the work underway to destigmatize FAS and to present ongoing educational
messages in a unified voice.

The members were reassured that CDC does not expect them to solve all the issues in this
field, including duplication of effort. It is expected that they will advise agencies and
organization in priority areas based on their knowledge,expertise, and experience (e.g., on best
practices of screening, important content areas for provider education materials, or criteria for
assessing alcohol-exposed children). In the absence of a clear diagnostic point, guidelines
cannot be set. A preference was voiced to, rather, rigorously define the quality of the
knowledge that would support guidelines, and make recommendations based on that.

While this Task Force is advisory to the agencies, the ICCFAS is the entity that coordinates the
agencies to avoid duplication of work. It would appreciate Task Force advice from a high-level
perspective (e.g., recommendations that FAS be addressed with the DOE; that DOJ integrate
this information into every correctional facility; that every state have an FAS coordinator who
attends regional meetings, coordinates surveillance systems, etc.)

CDC stated that any Task Force recommendation on a research agenda would be appropriate
and could be advanced to the agencies tasked to make that happen. A liaison with the
SAMHSA RFA advisory committee, if formed, can be created. CDC's Committee Management
Office also has asked the DHHS to clarify how this committee's charter relates to that proposed
FACA committe in the SAMHSA RFA.

A discussion with agency management provided the Task Force members with further clarity
about their roles. How each committee will work must be decided for itself, although models
exist. Discussion with other committee Chairs was suggested as well. The immunization field's
advisory committees were offered as models for this Task Force. Very early on, the ACIP and
the NVAC produced a white paper on the basic actions and strategy needed to achieve the
highest vaccine coverage and lowest level of vaccine preventable disease (VPD) in U.S. history.



ACET developed the TB Elimination Plan, without which the resurgence of TB cases and later
emergence of drug-resistant TB would have been disastrous. ACET's partnership with NIH in
developing the plan also increased NIH's work on TB, and over time attracted other agencies as
well. The liaison members of these committees represent agencies and professional societies
that are important in developing and implementing the recommendations.

This Task Force could be instrumental in developing with CDC the blueprint to help guide the
programmatic activities needed in next five years to: 1) reduce alcohol use in pregnancy, 2)
reduce or eliminate FAS as cause of birth defects and developmental disability, and 3) attend to
the need for quality care of the children born with FAS, to ensure that they have the healthiest
possible life. The importance was stressed for this Task Force to think strategically of the work
needed, the prioritization of research, and translation to public health programs and individual
health care service programs. Such a strategic plan would address CDC's role as well as that
of other agencies.

To accomplish the fact-finding needed in its work (e.g., to develop a white paper), the committee
should consult with the Center about the available resources. Consultants and strong partners
have helped in the past. A strategic plan can reasonably be expected to take 12-18 months
before it is ready to share publicly; completed portions can be issued/shared in the interim.
Patience was advised; product development is important, but their substance must be ensured,
and evidence-based recommendations consistently receive more response from the Secretary.
Successful committees often revisit their charter to check the relevance of their activity to avoid
veering off task.

This is an opportune time to frame a strategic plan, which could influence the activity of the new
Center and help to answer Congressional questions. The committee can request that anyone
they wish attends its meeting, but to best engage all the involved agencies and develop
priorities and collaboration, a letter could be written to the agency leader asking for formal
representation of an Ex-Officio member.

Communication is the issue with the key groups involved in these programs. This committee's
broad charter is good. It can advise through the CDC and the ICCFAS, but it also can advise
the DHHS Secretary directly, and it has a rare and important communication tool in its
mandated biannual Report to Congress. The report is a difficult task, and its structure should be
shaped early. It goes to CDC, then the DHHS Secretary, who will forward it on to the relevant
Congressional committees.

The committee was advised to, first, influence the new Center's developing program, its primary
function. Then, it can identify the research/service gaps, and the agencies that might fill them;
and then determine how to influence that - either going through the ICCFAS, or directly to the
agencies, or to the Secretary. The committee need not wait until every other year to push those
recommendations up the ladder. It should promote them as priorities in the new Center, then in
CDC through Director Dr. Koplan ; then look further up the Department; and then at the broader
arena.

Defining goals and objectives to guide its work, even short-term, makes the committee more
productive. And the committee can always challenge the program to come to it with good
guestions that relate to a topic being addressed, for program or research directions, etc.
Workgroups were recommended as an efficient way to work.



Program input. CDC agreed to share its strategic plan with the committee. Consideration of
the NIAAA's plan was also suggested, to help the Task Force advise on functionally integrating
the agencies' plans for interventions. The members' consideration of developing a strategic
plan for FAS/E could be shared by e-mail, narrowed down, and then more specific categories
considered for those few remaining.

The Task Force was then asked for help regarding CDC's latest RFA on intervening with
affected children and their families: what components should be standard among the grantee
applicants considered; what would be a standard assessment package for the projects funded,;
and should specific intervention research projects be done? Since some members would have
to recuse themselves from the discussion, the members' suggestions to CDC of well-qualified
persons able to participate in these discussions were requested. Initial recommendations
included investigation of an over-reliance on IQ rather than functional ability among individuals
with FAS/E, and the need to develop a knowledge base for school-based interventions with
children.

Business issues discussed included reimbursement for Task Force-related travel; agreement
to write a letter to Sen. Daschle to thank him for his efforts regarding FAS/E; a suggestion that
CDC develop a slide or overhead with bullets of the Task Force's charter to help the members
keep focused on their mission and what it wants to be achieved.

Items suggested for the next meeting's agenda were: discussion of levels [CDC, the federal
levels, and beyond] to approach with a strategic plan, and broad policy discussions about
recommendations. Potential categories of intervention for discussion listed were 1) education
(to the public or women who are light/moderate or even addicted to drinking, about the
availability of treatment), 2) research, 3) services (what services are indicated in the literature as
being most valuable/promising), and 4) risk identification. Also proposed was how to
instill/reinforce a life cycle philosophy in the field (e.g., to include the issues of adults with FAS).

The next Task Force meeting will be on Thursday/Friday October 1-2, or alternatively on
November 1-2. With no further comment, the meeting adjourned.
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Opening Comments

Chair Dr. Edward Riley convened the meeting at 8:45 a.m. He welcomed the members and
announced that the Task Force workgroups had produced four documents for critical review.
They were hoped to serve as a basis for recommendations to CDC by the end of the meeting.

Dr. Riley announced that Dr. Michael Fleming had resigned due to medical and family reasons.
This creates a vacancy of a family physician involved in physician education which CDC will
seek to fill, as soon as the current advisory committee freeze is lifted.

CDC Update

Dr. Louise Floyd announced that the Interim Director of the National Center on Birth Defects
and Developmental Disabilities (NCBDDD) would attend on the following day, and that as the
new Center has formed and its work is proceeding. She then provided the Task Force with
several related updates:

1. Funding: A) The FAS program is developing mechanisms and an announcements to be
published in the Federal Register on funding for new program activities. One Request For
Proposal (RFP) has already been published and is on the Web (at
CDC.gov.fundingopportunities) for work to intervene with children and adolescents who have
FAS or Alcohol-Related Neurodevelopmental Disorders (ARND). B) In the next week or two,
funding will be announced for FAS education and awareness targeting parents, health care
providers, teachers, and social workers to inform them on what is needed for appropriate
diagnosis and how to access appropriate treatment services for children with FAS/ARND.

2. CDC has partnered with the Association of Schools of Public Health to do research, and has
received a number of letters of intent. The research will focus on preventing alcohol-exposed
pregnancies among adolescents and diverse populations of women at risk, and perhaps
application of biomarkers to identify women at risk or of children exposed to alcohol in
pregnancy.

3. Project CHOICES, a motivational intervention for women at risk, has completed the Phase |
feasibility study. In the fall, a randomized controlled trial (RCT) is funded for pilot studies. The
protocol is complete, and new funding was obtained to develop a data coordination center for
those studies, since their larger populations (c. 1200 women plus controls) will make this hard to
do in-house.



4. The Program worked with the Atlanta Alliance for Developmental Disabilities (AADD) and
CDC's Office of Communication to ensure message dissemination. Dr. Cordero will record a
message for the AADD; that campaign will also involve the parents of children with FAS/ARND.
5. The Standard of Care Conference (for mothers and children with FAS) was concurrently
meeting in Atlanta. Dr. Coles reported it well supported from many quarters. Over 400 people
had registered, and people seeking to register had to be turned away.

6. An Internet-based training module on screening women at risk is being developed by an
internal/external working group to address clinician feedback received through a recent CDC
provider survey. In development of a curriculum efforts are being made to ensure that
information provided is consistent with that of NIAAA, ACOG, HRSA and March of Dimes.
Updates will be provided at future meetings. .

Discussion. Dr. Riley stressed the importance of this coordination, since mixed messages could
cause hearers to discount everything related to FAS. Dr. Calhoun applauded CDC's new RFA
as impressive, and noted that it described the needs and concerns that were raised at the last
Task Force meeting.

Dr. Jacqui Bertrand, a developmental psychologist with the Program who wrote the RFA,
reported on its development in collaboration with experts in broad areas (motor skills, social
communications, etc.) in a January meeting with diagnostic clinicians, educational professionals
and parents. As much as possible, the RFP also incorporates what the program has heard from
partners and professionals over the years. Its purpose is to facilitate the testing of promising
interventions whose effectiveness must be evaluated. It covers diagnostic and intervention
components, and specifically calls for the work to be done with parents. Efforts will be made to
assemble cohorts of affected children that are population-based to the extent possible. The due
date for the full proposal is June 20; the letters of intent are due May 18. The funding begins in
the new fiscal year (October 1).

Dr. Floyd explained that CDC has two RFAs in the field, and additional announcements will be
forthcoming through a mechanism that includes the Schools of Public Health. Four different
requests for letters of intent were issued and produced 21 responses. Most will submit
applications. The funding for FY2001 is approximately $10 million, and a new ruling has
decreed that as much as possible of that funding must be put out into the field. CDC has
always done its work through collaborative mechanisms, with cooperative agreements being
that most often used. Ms. Granoff elaborated that 95% of the total funding goes to the program
after CDC's overhead charges (salaries, etc.), and that goes to the field.

Interagency Coordinating Committee on FAS Report

Dr. Deidra Roach reported on the ICCFAS. Its current members are three federal departments:
Health and Human Services (DHHS), Education (DOE), and Justice (DOJ). They encompass
nine agencies. The DHHS agencies are: the Agency for Health Care Research and Quality
(AHRQ), CDC, the Health Resources and Services Administration (HRSA), and the Indian
Health Services (IHS). The NIH agencies are the National Institute of Alcohol Abuse and
Addiction (NIAAA), the National Institute of Child Health and Human Development (NICHHD)
and the Substance Abuse and Mental Health Services Administration (SAMHSA); the DOJ
agency is the Department of Juvenile Justice and Delinquency Prevention (DJJDP).

The ICCFAS goals are to:

o Exchange information and foster collaborative projects.
e Improve communication among research, service providers, and professional groups.



Improve diagnosis of FAS and ARND.

Improve the ability to screen/prevent drinking during pregnancy.

Improve the quality of care.

Educate communities and health care products.

Improve health care, educational, and correctional interventions for affected children.
Foster basic research to identify mechanisms of alcohol teratogenesis to improve
interventions.

The FAS priority areas for 2000-2005 are:

Information dissemination.

Prevention of risk in pregnancy.

Intervening with children/families affected by prenatal alcohol exposure.
Improving diagnosis and case identification.

Increasing research on etiology and pathogenesis.

The ICCFAS Workgroup meetings have addressed:

1. Altering the perspectives of the state of the art of diagnosis of FAS, ARND and Alcohol-
Related Birth Defects (ARBD) (April 1997 report).

2. Measuring in clinical studies alcohol consumption among women who are of

childbearing age or who are pregnant (report available).

Prevention of risk drinking in pregnancy (report available).

Intervening with children affected by prenatal alcohol exposure (report available).

Early childhood neurobehavioral assessment for the differential diagnosis of FAS/ARND

(report available).

absow

The Department of Education's Task Group objectives are to:

o Transfer research and experiential knowledge to practice in educational and early
childhood settings.

e Increase the early identification of affected children.
Increase the quality of interaction between the health care and educational systems
to identify the needs of affected children.

e Increase the dialogue between the education and alcohol research worlds.

Other steps needed are to:
e |dentify/address ethical, legal, and confidentiality issues.
e Develop guidelines with which to address FAS and FAE in the school setting (within
two years).
o Develop educational materials for all disciplines involved in the education/care of
young children.

Prevention projects supported by the ICCFAS, among others, are:
o A four-state consortium on FAS (South and North Dakota, Minnesota, Montana
(SAMHSA)
o Nurse Home Visitation program (Florida, Oklahoma, California, Missouri): Home
visits to first-time mothers to educate them (OJJDP; Bureau of Justice Assistance).
e Project Choices: screening and brief motivational interventions (CDC)



District of Columbia initiative to reduce birth defects (audio and computer-assisted
self-administered questionnaire that avoids literacy issues with audio instructions. It
is based on the assumption that people tend to be more honest in such private
settings. (NICHHD, NIAAA)

Provider motivation studies: four grants to help better screening and interventions
with problem drinkers (HRSA Bureau of Maternal and Child Health)

Girls Study Group, and National Girls Institute (OJJDP)

Diagnosis and Case ldentification:

FAS surveillance network (FASSNet) computerized case entry (CDC)

University of Washington FAS/Drug Unit: training for parents, advocates, and
professionals. (IHS, University of Washington)

Neurobehavioral profile studies in Detroit, South Africa, Russia: to identify children
with moderate- to heavy prenatal alcohol exposure, but not FAS. The incidence of
ARNDs is thought to be ten times higher than that of FAS; this study is to explore
those children's characteristics. 1Q and verbal learning effects appeared in some of
these children (deficits in arithmetic, focused attention and early memory; also a
clinically significant incidence of aggression/social problems). (NIAAA)

Intervening With Affected Children:

CDC's RFA, previously described.

Comprehensive interrelated approach to FAS: prevention/intervention, and service
delivery for Alaska (SAMHSA)

Consortium on children, Families and the Law (OJJDP)

Research on anatomical correlates of neurobehavioral deficits to develop more
effective neurobehavioral interventions (NIAAA)

Project for training special educators and rural FAS education leadership
development in Alaska (DOE)

Center for students with disabilities in the juvenile justice system (OJJDP, DOE)
NICHHD Pediatric Pharmacology Research Units: evaluate the efficacy of using
stimulant medications for FAS/ARND that are effective in treating Attention Deficit
Disorder (ADD).

Etiology/Pathogenesis:

Maternal Lifestyles Study: cohort of 1400 mother-and-infant pairs, exploring
polysubstance outcomes (NICHHD)

Research on alcohol-related teratogenesis (NIAAA)

Information dissemination:

Guidebook for Care Providers in American Indian/Alaskan Native communities (IHS)
Self-administered questionnaire via Website (Association of American Indian
Physicians)

State Research Directories: information including availability of services to women,
including families (Boston University, HRSA/MCHB)

Clinician training materials (NIAAA)

Training for professionals:

Minnesota curriculum to train criminal justice professionals. It was found to be
outstanding. A sample copy was provided. (OJJDP, NIAAA with ORAS)



e Curricula for educational professionals (DOE and NIAAA)
e Training health care providers on effect interventions (HRSA/SAMHSA)
e CDC - as previously described.

ICCFAS future work:

e Liaison to/collaboration with this Task Force.

o SAMHSA's FAS/ARND Center for Excellence: a university-led consortium or group
of collaborating universities to look at effective education models for health care
providers and effective prevention/screening strategies and intervention strategies
for children/families.

e SAMHSA: community-initiated prevention intervention cooperative agreements:
community-initiated programs to prevent incidence of FAS.

Dr. Faye Calhoun drew the members' attention to the meeting book's description of the ICCFAS
Website (www.NIAAA.nih.gov/fas/). The site describes the organization, lists the member
organizations and contacts, and the ICCFAS Workshop reports (last year's workshop report is
available in hard copy and will soon be posted on the Website). The site also has the Chapter 5
Report to Congress on prenatal exposure to alcohol, and provides a primer of all NIAAA
research on FAS to date. Links to other organizations are being developed.

Dr. Calhoun presented the monograph/proceedings from the ICC's March 2000 workshop in
Bethesda, MD, for four NIH Institutes. Its intent was to gather research scientists, physicians,
and parents from many constituencies (e.g., lead poisoning problems, PCB exposure, etc.) to
discuss their approaches and accomplishments in distinguishing their condition from others.
This was written as the Differential Diagnosis Report. Dr. Jim West provided a summary of the
input gained and a perspective of what occurred at this meeting, and charted all the meeting's
findings. Dr. Calhoun hoped this would be a foundation from which research scientists can
identify gaps. The purpose of the workshop and monograph was only to stimulate interest the
field, to provide a foundation for development of true tested interventions for children, with
procedures, processes, etc. that are sustainable over time.

The "Alcohol Alert" publication was issued at about the same time as the latter report. It
identifies hot topics in the field four times a year. The March 2001 issue was circulated to
~100,000 physicians. It describes alcohol-related cognitive/behavioral impairments, discusses
effects on brain structure, and provides journal references.

Dr. Ken Warren, Director of the Office of Science Affairs at NIAAA, has been at the NIAAA since
FAS research began. He described his work in achieving medical acceptance of FAS as a
legitimate disorder. He is a member of the ICCFAS, and its subcommittee to develop a
screening instrument practical for use in the educational setting. This is not medically derived or
diagnostic in application. It is useful to the individuals in the school system, where often there is
no school nurse: parents, teachers, and others working with the school system to identify/refer
for deficits for FAS and hopefully ARND as well. At the last formal subcommittee meeting in
December, they discussed a number of instruments available. For example, Dr. Burd's is used
in number of settings, but since it includes many diagnostic components, it is not useful to the
subcommittee or for people not so trained. Dr. Warren suggested searching for screening tool
such as the Auchenbach tool. Only two grantees had used it extensively (Drs. Coles and
Jacobson). Two more instruments were suggested at this meeting. The ICCFAS
Subcommittee will contact additional individuals to see if a dataset can be developed from that,
and used to develop a professional screening instrument.



Dr. Calhoun reported that, overall, the ICCFAS is pleased with how far the field has advanced,
gaining the involvement of many organizations/agencies not previously working in this area.
Since 1996, NIAAA and CDC have been committed to work on FAS. In the last three years,
sufficient interest was stimulated such that SAMHSA now not only complies with the
Congressional appropriations requirements, but also are adding FAS to other program
components. Their June conference will have three FAS-related workshops. Several DOJ
programs could potentially address FAS. They also have included FAS in several to RFAs
focused on preventing delinquency; such specification is a major step. SAMHSA is how
working to identify women drinking heavily in the home, in order to provide services to their
children through the Nurse Visitation program. It needs to be ensured that responses are
received so that they do not drop FAS as an emphasis area. The AHRQ is interested in
projects that could include effectiveness trials for care practice; the CDC RFP will help them to
develop that.

Dr. Roach added that the AHRQ Website has nine protocols for the prevention and treatment of
FAS among children/families, from the American Academy of Pediatricians, the American
Psychiatric Association, the Canadian Task Force on Prevention, and others, at
<www.guidelines.gov>

Discussion with Drs. Calhoun and Warren included the following:

Has a review ever been done to ensure that the information going from different
agencies/groups is consistent? Information on the Web about FAS incidence, causes, etc.
differs, risking that busy physicians could discount it all. The ICCFAS and NIAAA share their
information. While the basic information is probably the same, the messages are developed for
different audiences. However, the increase of information emerging from multiple
federal/state/local sources is difficult to control. Hopefully, this standardization of message will
be one of the SAMHSA-sponsored Center for Excellence and the CDC Consortium goals.

What new funding was allocated to FAS? SAMHSA received $15 million, CDC got ~$7 million,
but no other agencies received new funding for FAS projects.

Is it realistic to assume that enough children have been identified in one location to test these
interventions? SAMHSA's RFAs did not specify a university-based or -led program, although
this could be a university-led consortium or a group of collaborating universities. Dr. Bertrand
reported at recent CDC meeting of knowledgeable people in the field, reports were that it is
possible to identify good sample sizes that could be broken out into different diagnostic
categories. Questions arose about how many universities can be supported by this year's
limited funds to develop projects, studies, evaluate them, aid the field in helping families and
children improve their lives; and how large a sample is needed.

How can we avoid potential redundancy of work and how can all this research would ultimately
link? The same application cannot be directed to different organizations simultaneously; and
the inclusion of prevention in the SAMHSA initiative makes it broader than CDC's intervention
program.

It is hoped that this Task Force can help identify what needs to be done, especially with limited
funds, and perhaps to address the field's controversies. International research continues, and is
beginning to be published in the journals. The ICCFAS Report to Congress is due the end of
May, and will be posted on the Website. But the ICCFAS is only 4 years old, and this Task



Force is new. Dr. Calhoun expected debate and confusion at any field's startup, but noted that
this reflects positive progress.

Further dissemination was suggested: a) Mr. Garcia suggested that Dr. Roach's presentation
be provided to the National Association of State Alcohol and Drug Abuse Directors (NASAD); b)
Dr. Floyd suggested the resource of the Missouri FAS program be linked to the NIAAA Website,
and supported the continued monitoring and recording of prenatal alcohol-exposure leading to
FAS/E and ARND. The information from the two present datasets (CDC's Behavioral Risk
Factor Surveillance Survey [BRFSS] and the SAMHSA's National Household Survey of Drug
Abuse) are both self-report population databases. But they both indicate that c. 3% of women
report binge drinking during pregnancy, equating to ~120,000 alcohol-exposed births/year. That
gets attention.

Dr. Warren hope the Task Force minutes would list the current Websites of value (e.g.,
Missouri's, NIAAA, CDC, etc.), since their number is multiplying, with many being commercial
and promoting dubious products.

Workgroup Reports
Reports were provided by the workgroups that were formed at the first Task Force meeting to
investigate issues in more detail than possible during in the meeting.

Provider Education Workgroup Report

Dr. Luther Robinson reported on the conference call held to act on the Provider Education
Workgroup's charge to implement a broad-based campaign for professional education. The
Workgroup's summarized recommendation was to discuss the condition of FAS forthrightly and
to develop action on alcohol abuse during pregnancy in general. Their four broad
recommendations (Attachment #1) were: to develop a top-down approach by federal agencies
and/or professional organizations; better use of the Web for FAS education; placement of an
FAS coordinator in each state; and better operationalization (integration) of FAS in the
education field. Discussion about targeted professions/groups addressed dissemination of
intervention; support of Web-based learning tools; and development of evaluation and care
guidelines.

Strategies to reach the targeted groups included the AAP, Native American Study Committee of
the American Academy of Family Medicine, and ACOG. Several Workgroup members
volunteered to develop contacts with other professional groups. The value of an FAS diagnosis
was also discussed. Some physicians are reluctant to diagnose it due to the potential stigma
upon both child and the mother, despite the fact that alcohol is a legal drug.

The rationale for this activity is as follows. Medical community: OB/GYNS, pediatricians, and
family physicians constitute large groups impacted by FAS. Many women receive primary care
from their Ob/GYNS, and are not receiving messages about alcohol abuse, even about drinking
during pregnancy. In pediatric and family medicine, the challenge is to improve diagnostic
ability. Screening tools are available, but focus on different aspects of FAS; a different dialogue
between researchers and practitioners is needed. Education community: The issues of FAS
need to be articulated to teachers. A dysmorphologist's medically- and genetically-based
diagnosis of a child is not helpful to teachers, educators, or committees on special education,
who are more interested in such aspects as neuropsychiatric testing. Better articulation is
needed of a common language to move from medical diagnosis to practical application.



Discussion - Dr. Kathy Masis, of the American Society of Addiction Medicine (ASAM), offered
their coordination and help in addressing the denial of FAS that is prevalent in the medical
community. They will try to get FAS on the agenda of the Society of Family Medicine to discuss
not only FAS but also drug use, since women now indulge in polypharmacy, a risk that can be
missed when exposures are segregated. (For example, one of her patients this summer had
stopped using alcohol but continued to use methamphetamines through her pregnancy).

The ASAM certifies physicians (there is not yet a certifying Board) and now has ~3000
members and many committees. Most of the new members are in family medicine. Her
committee, very recently reorganized, addresses pregnancy and neonatal addiction. Its
purpose is to develop and advocate for family-centered practice and prevention, and to develop
resources for providers on perinatal substance abuse disorders. Since these occur on a
continuum, it may be possible to intervene during a woman's child-bearing years when she is
not yet addicted. A Website is being developed.

The ASAM has discovered that large medical organizations frequently have addictionists on
staff who can talk to nurses, meet with child protective services, etc. The ASAM has had
requests for speakers, and want to network with CDC, AAFP, ACOG, and the Society for
Teachers of Family Medicine in educational outreach. They have also been asked to testify
before state legislative committees (e.g., should women be screened and reported to Justice?),
and have found little knowledge in legislative services. They seek a consistent message, and a
proactive and non-judgmental approach to women. Dr. Masis asked Dr. Maresca to be a
faculty member in the IHS summer program of primary care provider training for chemical
dependency. It goes beyond the didactic approach to encompass an "attitude adjustment
week" that has been shown to be very effective.

Dr. Riley suggested that the ASAM consider making FAS a session at their meeting; this Task
Force could provide a speaker. Dr. Masis welcomed that suggestion and expected a positive
response. Their session this year on perinatal substance abuse had an audience of ~100. She
hoped for discussion of why the medical community does not see FAS a problem worthy of
attention.

Dr. Robert Schacht, of the American Indian Research and Rehabilitation Center, supported the
development of a common language between the medical and educational communities.
Vocational rehabilitation in particular does not recognize FAS. He suggested, as a useful model
for FAS, the dual diagnosis model of substance abuse and serious mental iliness (Ken
Minkhoff's integrated treatment model, proceeding from similar starting points between
providers to both conditions.) Dual diagnosis through the SAMHSA or CSAP models is how
being implemented in many states. Getting the involved disciplines to talk with each in this way
could promote effective practice models.

Ms. DeVries agreed that the top-down approach should be adopted, but cautioned that too
much authority should not be delegated to any one person (e.g., a single state FAS
coordinator). She also heartily agreed with IV.B.1 and IV.B.4's approach to reaching teachers.

Dr. Robert Sokol strongly objected, as untrue and uninformed, to the statements about the
OB/Gyn field's gaps in addressing FAS, although there always is room for improvement. He
guoted a related study done and cited the field's cooperation with the NIAAA and CDC. What
needs to be done should be based on what the literature describes as a need.

Ms. Mitchell advocated for the Workgroup's identification and inclusion of members particularly
in the treatment, mental health, and judicial systems. NOFAS' experience indicates the difficulty



for FAS to be appropriately referred. She also cited the alcoholism model as relevant to
destigmatizing FAS. First, she would clearly convey that most of the mothers delivering affected
children are not doing so on purpose. Once it is conveyed that this problem is more about
ignorance than bad mothering, the work can move on.

Dr. Schad reported exploring how much South Dakota spent on FAS, and finding no knowledge
about FAS or FAE. At least there, a coordinator could do some education. He and Ms. DeVries
also fully agreed with the Workgroup's focus on reaching teachers to counter the tremendous
lack of information in general public and educators.

Ms. DeVries reported the formal recommendations made by FAS/FAE advocates to Washington
state legislators to accept/fund FAS benefits to those with normal 1Q, and requests for legislative
reports on their response. The response was positive: the recommendations were read into the
state legislative record, and the Health Department was ordered to address FAS. She cited this
success as support that the Task Force should just recommend on present knowledge and
proceed. There is ample information available to help those who are suffering.

Discussion of Task Force Role - This Task Force's role was discussed relative to several
perspectives in the course of this meeting. The first arose in Dr. Charness' comment on the
Workgroup's articulation of two important points: 1) the need to generate a message, which 2)
must be palatable. But he was puzzled how this Task Force could launch an educational effort
in a field that disagrees on diagnosis, the appropriate messages, how educational materials
should be presented, etc. He asked the Task Force's role in determining and implementing
educational material, especially since some of this work is somewhat redundant to the ICCFAS
and others who have a history of FAS work. He hoped by the end of this meeting to have a
meaningful set of goals that will help agencies coordinate the laudable work already underway.
He asked how best the committee could destigmatize FAS and coordinate the field so that all
the ongoing educational methods can be presented in a unified voice.

Dr. Floyd stated that CDC does not expect the Task Force to remove all duplication or provide
the final word for all matters related to FAS. It is an advisory group to agencies and entities on
important topics necessary for preventing FAS (e.g. best practices on screening; development
of provider education materials;development of psychological/psychometric criteria for
assessing children and adolescents with FAS/ARND.

Dr. Coles wished that FAS questions would be on the board certification exam, a powerful
education tool. She suspected that the Task Force would not be able to set up a cannon of
information that must be known (e.g., about FAS diagnosis). Without a clear diagnostic point for
every age, guidelines cannot be set. She suggested, rather, rigorously defining the quality of
the knowledge that would support guidelines, and then doing so based on that.

Dr. Floyd added that the first meeting focused on giving members a chance to get to know each
other, have an overview of the agencies, and define priorities. Those priorities can be further
discussed, or changed after this meeting. She suggested waiting to this meeting's end to
address needed changes.

Dr. Cohen noted the field's advances of the last four years, but also that this is an incremental
process of research and science and then application. She supported advancing the ownership
of this beyond the federal level, such as through state coordinators to make FAS visible among
all the addictions. She hoped the Survey Workgroup report would indicate potential Task Force
recommendations to federal agencies on state/local initiatives to ensure attention to FAS.



Responses to the Workgroup Report included:

Dr. Charness suggested that this Task Force identify areas needing that kind of
information, identifying the persons with related expertise in focused areas (e.g.,
neurobehavioral assessment, physician education), and then tasking and funding groups
to assemble that information for the Task Force to pass along to the agencies. This
would allow the conveyance of information with the imprimatur of the national experts.
Dr. Floyd stated that CDC could underwrite those efforts, which is part of the Task
Force's mission of fact-finding.

Mr. Garcia proposed that this Task Force advise SAMHSA to consider including the
stigma of FAS in their RFA to develop a national coalition to address stigma. He also
suggested including chemical dependency preventionists as Workgroup members.

They constitute a whole cadre of professionals who work on issues that do not include
FAS, but should.

Dr. Calhoun hoped that this Task Force would hear reports from other organizations and
the daily FAS practitioners. She encouraged a focus on information exchange from the
field and recommendations to/from the agencies.

Dr. Maresca advised the Task Force to remember that education is needed not just to
individual medical societies, but national organizations. For example, the U.S.
Preventive Services Task Force's (USPSTF) 1996 guidelines would find disagreement
on this committee, and they are the standard of care in teaching medicine. They identify
the research gaps, but they offer only a "B" screening recommendation: "All pregnant
women should be screened for problem or binge drinking (2 drinks a day)"; and as a "C"
recommendation of "insufficient evidence to prove or disprove outcomes from drinking..."
She also suggested asking for a report from the Cochrane Collaboration's database on
the state of the art. Dr. Floyd supported a review of the potential USPSTF guidelines
revisions.

Ms. Wybrecht suggested providing the National Nurses Association with
recommendations for an FAS policy statement.

Ms. Day pointed out that first the Task Force's own agreement about guidelines is
needed. She suggested that the Task Force endorse the Surgeon General's report
advising against any drinking in pregnancy. Dr. Riley moved that the Task Force
endorse the Surgeon General's recommendation advising that women not drink at all
during pregnancy. With all in favor, the motion passed. Dr. Floyd suggested to general
agreement that the Task Force go further, and recommend that the Surgeon General's
Office re-release the original national advisory on drinking during pregnancy with all
attendant publicity. Dr. Riley moved that the Task Force write to the Surgeon General
and recommend reissuance of the 1981-82 FAS Advisory on National FAS Day in
September, 2001; and recommending that national organizations incorporate these
guidelines into their guidelines, and urging their implementation into practice. The vote
carried unanimously.

Since probably not all specialty-specific guidelines can be reviewed, Dr. Coles
suggested identifying and recommending areas for which evidence-based guidelines
should be developed. And, although all federal agencies support the Surgeon General's
recommendation, she advised great clarity about the difference between policy and
practice implementation.

Dr. Masis reported that an ASAM Workgroup will soon publish evidence-based
recommendations on screening non-pregnant people, and may look into pregnancy as
well. She suggested as a Task Force model for provider education, the CSAP TIPs on



Pregnant Substance-Abusing women (very useful) and the ACOG/March of Dimes
training manual on pregnancy (stages of change).

After a lunch break, Dr. Warren suggested that the letter urging the Surgeon General
recommendation's reissuance be written as a resolution memo, and sent to the Secretary or
through CDC. Or, since the committee charter specifies advice to multiple agencies, they could
send it directly to the Secretary.

Multi-Level Collaboration Workgroup Report

Dr. Michael Charness reported on the activity of the Multi-Level Collaboration Workgroup
through e-mail. The Workgroup offered preliminary recommendations to establish a Multisite
Research Center and a registry (Attachment #2).

Multi-Site Research Center . The establishment of such a Center is supported by the
insufficient numbers of affected individuals to provide adequate study power. The Center
would allow pooling of subject resources and establish lines of communication between
cities/sites to answer research questions about basic science and clinical applications in a
combinable fashion. NICHHD's Neonatal Network and the Hereditary Disease Foundation
Project (which led to identification of Huntington Disease gene) were cited as models.

The basic research science would be led by NIH (NIAAA, NICHHD); SAMHSA and/or CDC
would lead the clinical demonstration projects to test the experiential knowledge and measure
outcomes in a statistically valid manner. These projects are important in the absence of agreed-
upon treatments. All agencies (NIH, CDC, SAMHSA, Justice, Education) would share the costs.
NIAAA would foster multidisciplinary clinical relationships between scientists and promote
vigorous research methodology to ensure scientifically methodologically rigorous results. An
administrative entity will be needed to link the basic research and clinical components.

A scientific advisory board would help to prioritize research projects, standardize protocols, and
estimate the cost of initial studies. They would then identify individuals with expertise in protocol
development (e.g., as does the Veteran's Administration model). The Board's representation
should be balanced (families, physicians, educators, study sites, etc.) and provide expertise in
various aspects of fetal alcohol-related disorders, and be able to balance urgency with
appropriate prioritization (e.g., whether urgent problems can be resolved timely).

This proposal is designed to meet the needs of basic scientists as well as clinicians. The former
would have the rare and rewarding opportunity of finding potential clinical utility for the basic
science. The clinical demonstration projects can answer not only the pressing questions of
clinicians and families, but could serve as a medium to answer questions about FAS/E and
allow clinical solutions to be framed in more rational ways.

Dr. Charness listed the scientific and clinical goals, which could be expanded:

e Conduct research on pressing issues, such as the treatment of FAS/FAE, understanding
the total range of consequences of prenatal alcohol exposure,

¢ Conduct mechanistic studies (e.g. metabolic, genetic, biomarker studies) assessing
characteristics placing an individual at risk for FAS.

o Afirst focus may be on a particular area of research that could be integrated with
ongoing research in potential multisite participants (neuropsychological testing, brain
imaging, behaviorally differentiating FAS from other disorders, long-term outlook).



e Questionnaire data on a variety of topics (demographics, personality inventories, etc.)
could be obtained simultaneously with the more traditional testing and with participants
from the registry who are not near a research site.

This consortium is not viewed as one to assess the epidemiology of FAS or FAE, or to
investigate the secondary and tertiary prevention of FAS/FAE, but rather as a center for
studying children and adults with FAS/FAE and perhaps their parents and caregivers.

FAS/FAE Registry . This registry could reside in the Multisite Research Center or in an existing
registry. The advice of those who have worked with registries should be solicited about
addressing issues of confidentiality. The registry probably would have a science advisory
committee to structure/determine access to this database as well as a board representative of
various constituents (parents, researchers, statisticians). A Website would also allow parents
and caregivers to volunteer for various projects. The systematic biases of voluntary registries
should be avoided if possible (e.g., through the use of several NIH registries initiated by
physicians, and others by parent groups or groups of affected people). Advice on a model for
use was solicited. The criteria and mechanism for entering subjects into the registry would be
considered by the Board.

Discussion . Dr. Charness stated that the Workgroup did not know of the SAMHSA or CDC
projects when this proposal was developed. He asked for discussion of how this multisite
consortium would fit in to support most of the treatment plans in the field, and how it could add
value to inform activities of the other groups or coordinate with them.

The ensuing discussion included the following:

e Dr. Calhoun noted that CDC's RFA establishes one level of a multi-level multisite effort
to test interventions, and contains many elements of the Workgroup's proposal. That
RFA was issued in response to the Task Force's recommendation of a multisite study;
SAMHSA can decide about their coordination with this. She asked what interventions
are ready to be so tested.

o Dr. Charness appreciated the importance of that question, which pertains directly to the
demonstration projects desired. The science advisory committee, as outlined in the
education proposal, would examine the evidence base of practices and prioritize the
interventions' research.

e Dr. Schacht applauded the Workgroup's proposal. He emphasized the importance of
having parents on the Science Advisory Committee and to include education
researchers as a priority, since evidence-based education research uses another
paradigm that is not necessarily clinical or otherwise perceived as a "basic science"
paradigm.

e Dr. Bertrand stated that the CDC RFA is trying to develop a menu system to assemble
the available response components (e.g., cognitive work on communications,
visual/motor integration, family interventions, etc.) in a cohesive and systematic way,
since interventions with the FAS child need to be individualized.

e Dr. Coles found Dr. Calhoun's question to be reasonable regarding CDC's RFA, but the
Workgroup's idea of coordinated multicenter project differs. She suggested, as a model,
neonatal intensive care unit (NICU) research, in which the agency suggests sites, but
the researcher does the work itself.

e Ms. DeVries supported both proposals to help resolve conflicting reports in the field
(e.g., on neurodevelopmental outcomes, the helpfulness of identification of a phenotype;
identification of protective factors for the FAS/FAE "moral chameleon" children). Dr.



Riley saw a great opportunity to research such simple but unanswered questions as the
effects of maternal age or use of Ritalin. Dr. Charness pointed out again that, as done
for the cancer trials or Parkinson studies, this would not impose priorities or values on
the research community, but provide them with needed study power. He hoped this
meeting would produce a suggestion of how the process could work, not exactly what
work would be studied. Dr. Cohen related this to autism research done through
cooperative agreements by the NICHHD consortia. She was concerned, though, that
the advisory committee could prevent work by some of the best researchers if they were
board members. She also asked what their role would be to this Task Force.

Dr. Floyd commented that, without a biomarker to provide definitive criteria for registry
entry, outcome data might not be comparable. The criteria would have to be broadly
defined, probably by NIH. She asked for the members' different perspectives of what
issues parents may have about registering their children in a registry.

Dr. Sokol reported that the Secretary's new confidentiality regulations make registries
more difficult to set up. They cannot use precedent agreement from the participants to
register their names. This essentially requires them to be prospective, with the
participants' agreement to use their information - unless the data is de-identified, which
defeats follow-up. Dr. Warren said that voluntary informed consent by the
parent/guardian and the assent of the participant would be needed. While in most
protocols, confidentiality can be protected once data gathering begins, a registry by
definition (i.e., name and contact information) is not covered by protection of
confidentiality. Another way of doing this may be simply to use the "registries" of the
limited number of FAS/FAE researchers. However, Dr. Riley noted that the large
number of people not involved in those studies also have much information to contribute.

Dr. Charness asked the Task Force's opinion about the value of 1) establishing a consortium of
investigators to standardize some procedures and agreed-upon questions to increase their
study power; and 2) establishing a scientific advisory committee to help prioritize the research
guestions to be asked of a limited research population.

Dr. Day suggested first determining the feasibility of a registry, and wondered if
establishing a consortium is under this Task Force's purview. However, she agreed that
a registry might allow such a consortium to do its work. Dr. Riley thought it within the
purview of this Committee's task to improve communication among researchers and
clinicians.

Dr. Coles distinguished between a multisite study (e.g., the SAMHSA RFA for Centers of
Excellence seems to be such) and having a consortium that does an ongoing study and
coordinates research questions. She also expressed discomfort at the concept of
having study questions suggested/forced.

Dr. Charness wished to pursue the Workgroup's proposal, in part because it was
developed by diverse groups of opinion/expertise, to which the SAMHSA RFA process
did not have access.

Dr. Floyd suggested, if the Task Force made a recommendation, that the ICCFAS could
be the logical implementer. Dr. Bertrand commented that this Task Force also could
recommend that RFA announcements be issued collaboratively.

Dr. Floyd suggested, to general agreement, that the Chair write to request SAMHSA's
presence for these discussions. Dr. Day suggested this invitation be issued through the
ICCFAS, the federal agency coordinator (and perhaps the appropriate avenue for such a
consortium), to discuss the multiplicity of RFAs being issued. Ms. DeVries reported that
the Family Resource Institute had written to Senator Daschle about that concern as well.
Dr. Calhoun reported SAMHSA's willingness to attend.



e Dr. Riley summarized the general opinion that the Workgroup's proposal is a good way
to answer questions that would not be answered otherwise, since no one Center in this
country can provide adequate data. He asked Dr. Charness to draw up a
recommendation for the next day's discussion and vote.

Public Awareness Campaign Workgroup Report

Ms. Jocie DeVries reported the Workgroup's discussions (Attachment #3). They listed three
basic principles in improving the visibility of FAS/E issues: 1) promotion of the disease model of
alcohol abuse and alcoholism; 2) consultation with minority groups for programmatic cultural
appropriateness; and 3) targeting messages, including to non-pregnant teens and women and
their partners.

The strategy to do so combines science and art, applying the science information to the needs
of families and children. Washington State developed a well-rounded public information
program, including a book that allows families to insert information about their own child with the
information from the experts as published in the media. The notebook not only teaches the
families what they need to know, but also helps them to feel a part of something important. It
empowers them to educate the service delivery systems about FAS/E.

Ms. DeVries reported having met Richard Branscombe, who is an American Indian, at a Family
Resource Institute meeting. He is a successful actor (TV series "Renegade™) who has done a
number of public awareness spots for tribal issues. He also has a production company. She
suggested him as a spokesman. His friend, actor Jimmy Smits, may also be interested in
participating in a public awareness campaign.

Ms. Ann Waller, also of the FRI, suggested that the Task Force adopt the three principles as the
basic approach for the public service messages/information campaign, as was done earlier in
recommending total abstinence from alcohol in pregnancy. She then presented the
Workgroup's specific recommendations:

1. Develop a broad-based, national communication plan to convey that FAS/E is a
preventable disability, through Public Service Announcements (PSAs) and print media
(including a national poster campaign).

2. Seek and secure national spokespersons.

3. Produce a document based on parents' and other caregivers' experience. Information
would be gathered from interviews about family experiences and regional workgroup
sessions conducted with experienced caregivers in 4-5 geographical regions across the
USA.

4. Activate an FAS/E Public Awareness Training Team to raise national visibility and public
awareness of FAS/E by presenting at major conferences/meetings around the country.

5. Work closely with other ICCFAS members to have the Training Team present in their
agencies.

6. Cooperate with the Task Force Survey Workgroup to seek public awareness
opportunities

7. Collaborate with the Workgroup on Professional Awareness and Education to seek
public awareness opportunities.

8. Endorse the information collected and generated by the ICCFAS and recommend that
their scientific monographs be posted on the FAS National Task Force section of the
CDC Website.



9. Support the efforts of the ICCFAS to scientifically document the FAS/ARND behavioral

phenotype, which will serve as a key for researchers, professionals and parents to
appropriately identify, understand, and care for all individuals with this disability.

Discussion - Photographs of children and families affected by FAS/E were passed around for
viewing. Ensuing discussion included:

The photographs reminded Mr. Garcia that a human face is needed to get the message
across to the public. He asked that the Workgroup include the wide-ranging effects of
stigma as a major component of their work. Ms. Waller defined correct diagnosis as one
solution to that part of stigma that stems from ignorance of what the diagnosis actually
means, versus what it is thought to mean.

Ms. Mitchell raised the question of whether the national campaign should collaborate
with the beverage industry in its development.

Dr. Cohen asked who would address the messages' content. Dr. Riley agreed that such
issues need to be considered, but not by this Task Force. The committee would only
endorse having a campaign, and coordinating it with national FAS Day, March of Dimes
work, etc. Dr. Floyd added that, since the Chair's letter stating the national campaign as
a recommendation from the last meeting's minutes, CDC had set aside funding to
develop it under a Task Order with prescreened contractors. But the Task Force and
additional partners will be needed to ensure the broadest dissemination, including
professional organizations and federal agencies.

Dr. Schacht suggested adding the state Directors of Special Education and of
Rehabilitation to the list. Ms. DeVries reassured him that "education” was used
generically, and they are included in training development. The Professional
Awareness/Education Workgroup also will direct messages to those groups, and the
Workgroups will collaborate on their information. There was some discussion, in making
the recommendations, of whether the Workgroups should be specifically named in points
6-9. Dr. Riley thought that to be less important, since the Workgroups are temporary
entities, than citing the most important activities the members wish to be done. In
addition, since the collaboration of the Workgroups is a given, those recommendations
were deleted.

Dr. Masis suggested consideration of NIDA's experience that women sometimes switch
drugs, depending on what the media highlights at any given time. She suggested more
education about fetal development itself in public education material.

Dr. Karla Damus related the March of Dimes' experience from the folic acid campaigns:
1) ensure that evaluation is in place from beginning; 2) a strong focus on prevention to
both teens and pre-teens; 3) develop stronger language on cultural
sensitivity/competence; 4) look at/address the many specific indicators throughout
HP2010 that relate to FAS/E, not just Chapter 16.

Mr. Garcia moved that the Task Force write to the DHHS Secretary to propose that the
Secretary write to the Office of National Drug Control Policy (the "Drug Czar") to ask
that some of their messages be directed to the effects of alcohol and other drugs on
newborns. Unanimously passed.

CDC will welcome suggestions as to appropriate spokespersons. The agency will find
experts on conducting a national campaign and explore how they would propose to
address the public awareness component. Results will then be shared with the
committee.

Committee opinions about spokespersons favored both anonymous and celebrity
endorsements. Some felt the photographs of the children to be quite effective enough



(affecting, and effective in defeating stigma), particularly if flashed behind a Surgeon
General statement. But others noted the success of establishing the autism Centers, in
part a product of celebrity endorsement. Also noted was the power of inclusion in
popular shows in raising awareness.

Dr. Riley suggested that the development of the experiential parent/caregivers document
be coordinated with the planned regional workshops.

Survey Workgroup Report
Dr. Deborah Cohen reported the recommendations of the FAS Survey Workgroup (Attachment

#4):

1. Begin by surveying five types of state agencies: MR/DD, Mental Health agencies, Native

American Health Services, Alcohol and Drug Agencies, and Juvenile Justice. Later,
survey: MCH, Special Child Health Services, Infant and Toddler Handicapped Programs
(Early Intervention), Special Education, Vocational Rehabilitation, Criminal Justice, and
UAPs.

Methodology. Use mail surveys with telephone follow-up of non-respondents when
possible. Telephone surveys are recommended for Native American Health Services.
Time lines are dependent on the CDC survey review process and staffing. When asked
if CDC would carry out these activities, Dr. Floyd advised the Task Force to recommend
its wishes, and CDC will respond.

The Workgroup expanded on the December draft survey on MR/DD and mental health agencies
that was developed by Dr. Cohen and Dr. Bertrand. Dr. Cohen asked for the Task Force
members' review, as well as suggestions of any services that may have been overlooked. They
also began a draft of the state drug/alcohol agencies. An early intervention survey done by the
New Jersey Part C Coordinator was provided as a model for the Task Force's consideration to
perhaps build on in future.

Discussion included the following points:

Indian Health Services. Dr. Maresca reported that surveying the tribes could be tricky,
since some are no longer under federal supervision and others are funded by IHS.
Those two categories have different management issues, and the tribes may or may not
have relationships with the state. She felt that a mail survey of the tribes probably
would not be very effective; a phone survey would be preferable.

Dr. Schacht suggested including the Native American Indian Research and
Rehabilitation Training Centers (the professional organization is the Consortium of
Native American Administrators of Rehabilitation Program) as an administration vehicle
of the survey to the >50 tribal rehabilitation programs.

The education agencies were in the second tier of agencies to be contacted. Dr.
Bertrand, who is CDC's representative to the DOE, said that the survey would not be
duplicative to DOE's activity as regards contacting specific school districts about their
FAS policy. But the sheer number of districts and ages suggest restricting early
intervention efforts to Part C (birth to age 3) as opposed to Part B (school-age and
older). The different structures involved also suggest different assessment structures
and approaches. When the second-tier work is pending, a check with the DOE was
suggested, particularly since they often change the definition of "special education,”
which can again be changed by the state. Dr. Bertrand advised deferring this work until



a DOE/ICCFAS Education Workgroup finishes its dialogue and exchange of information
with educators, to avoid duplication of work. Dr. Schacht recommended including Jan
Harlow of the DOE Office of Special Education and Rehabilitation Services in this work,
and inviting her participation with this Task Force.

e Several Task Force members welcomed the survey begun as a vehicle to determine
present status (especially of training in place), suggest a future course, and raise state
awareness of FAS. It can develop baseline information on which policy
recommendations can be created. With that information, the Task Force can in a year or
two make such (e.g., each state must update their plans and describe what they are
doing to prevent FAS/E when applying for a block grant).

e Mr. Garcia brought a list of the National Association of State Alcohol and Drug Directors
(NASAD), whose next meeting is June 6-10 in New Orleans. There was some
discussion of the members independently approaching those directors while they are all
in one place, to informally ask their state's status regarding FAS/E. Dr. Cohen expected
that the survey will reflect a sparsity of records; the states often just assume that people
with FAS are served. Dr. Bertrand thought that the time and expense to do a phone
survey would be worthwhile to get the qualitative data for analysis, as opposed to a
gquantitative questionnaire.

¢ Dr. Riley moved that the Task Force approve the Survey Workgroup's
recommendations as submitted. The motion was seconded, and with no discussion,
they were unanimously accepted.

Continuation of Discussion of the Multisite Consortium

Dr. Robinson supported developing a consortium of scientists to facilitate collaboration for
clinicians. Part of that will involve ethical/confidentiality issues inherent to any rigorous
research.

Dr. Day advised thought of what could be uniquely offered by a national clinical FAS effort. For
example, the consortium could be responsible for teaching how to diagnose and certify FAS/E,
administer the tests, etc., in order to standardize the research field and make it more
scientifically credible.

Ms. Mitchell expected, especially if the PSAs run, that hundreds of requests for information
could be received per week. This could potentially provide a pool of people interested in
participating in a registry or survey, providing a natural way to answer some of these questions.
Ms. Wybrecht reported ten support groups that could aid access to natural and adoptive parents
of children with FAS.

Dr. Riley expressed some concern about the legal aspects, such as the potential need for sub-
registries; that the state Department of Family and Children's Services may retain legal
guardianship of the child; and that no one's medical information can be accessed without their
permission. A legal opinion indicating if a registry is even possible, and then determination of its
potential efficacy, is needed first. Ms. DeVries also thought it unlikely that a single registry could
have both children with FAS and their birth mothers.

Dr. Masis raised the issue, related to screening, that women who use alcohol during pregnancy
anecdotally are at higher risk of domestic violence, because they no longer cooperate with the
partner's drinking. Dr. Damus noted that ACOG has recommended universal screening for
domestic violence, at least at the prenatal visit, then in the first trimester and subsequently as
possible. Dr. Masis also reported an analysis of adolescents sent to chemical dependency
treatment, which revealed a 4% FAS diagnosis rate, twice the rate locally. She also frequently



found, among those not diagnosed, that the mother had died of alcohol abuse when the child
was very young, that the child was born small, has learning difficulties, etc. And yet,
psychiatrists had ruled out FAS. She hoped for an educational focus to the psychiatric field.

To help the members in their consideration of the Task Force's role, Ms. Granoff and Dr. Floyd
provided them with a copy of the Federal Advisory Committee Act. With no further comment,
the meeting adjourned at 4:23 p.m.

APRIL 26, 2001

Continuation of Committee Role Discussion

Dr. Charness requested more discussion of the Committee's role to help coordinate efforts
between agencies addressing FAS/E. His Workgroup's task, to design a coordinating function
to do that coordination, seems superseded by the SAMHSA and CDC's RFAs, which he felt to
be premature. He offered three options to approach these: 1) the RFAs are out, see how they
go; serve as more informal advisory to these initiatives; 2) as the projects proceed try to advise
and coordinate these initiatives; 3) request deferral of those activities until the Task Force can
ensure nonduplication of effort and that the right resources are allocated to do this work. He
observed that the Workgroup's charge had at least changed, if not been rendered moot. He
requested discussion about its continuation or refocusing.

Dr. Floyd explained that the ICCFAS has acknowledged the need for intervention in FAS/E for
at least two years. The agencies also have tried to be responsive to concerns expressed by
parents and others, including this Task Force, to conduct demonstration projects looking at
preventing secondary disabilities. CDC believes this constitutes a research gap in the field, as
noted in the IOM report, and has chosen to address it.

Dr. Calhoun understood the Workgroup's disappointment. She explained that the
Congressionally-mandated SAMHSA RFA's funds ($15 million) must be spent by the end of the
fiscal year. The ICCFAS is the coordinating entity that advises the agencies to avoid duplication
of work. While this Task Force can support such communication and agency work, its role is to
advise the agencies, not to coordinate. The ICCFAS would appreciate the Task Force's advice
from a high-level perspective (e.g., recommendations that FAS be addressed with the DOE; that
DOJ integrate this information into every correctional facility; that every state have an FAS
Coordinator who attends regional meetings, coordinates surveillance systems, etc.) She
advised letting the process continue and then critiquing for any gaps and providing strong
advice. She did not believe that the SAMHSA board would address another level of the
multisite participation needed in order for this multisite study to succeed (i.e., with NICHHD,
NIAAA, etc.). Advice on multisite collaborative efforts on that level will be welcome. The NIH
Institutes also have their own science advisory committees to advise on their research agendas.
Although there will be committee overlap, overall all are moving in the same direction.

The committee's discussion included the following points:

e Dr. Day was concerned that the RFAs were a surprise, and questioned the Task Force's
relevance in the process. Without a clear coordinating role, this will occur again and the
committee will be nonfunctional.

o Dr. Riley expressed frustration that this confusion occurs at a time when the field's
funding has doubled in the last year. He was also disturbed that SAMHSA would create
another FACA committee under the RFA contract, although they may not be chartered.
He now doubted that the Task Force would be able to establish a research agenda for



FAS. But Dr. Floyd disagreed, and urged the committee to not consider its time and
effort as lost. A Task Force recommendation on a research agenda would be
appropriate and could be advanced to the agencies for action, although acting upon the
recommendation remains their option. Ms. Granoff pledged that the agencies would
respond to the recommendations, or explain why if they are unable to do so.

e Mr. Garcia, who has been on all sides of such an issue, defined the Task Force's role as
not one of controlling/coordinating, but of asking hard questions, and finding a way to be
part of the national dialogue (e.g., to write the Secretary with those questions).

o Ms. DeVries agreed that the SAMHSA RFA's advisory committee appeared duplicative,
since the Daschle 1998 Bill mandated a Task Force to oversee/advise comprehensive
FAS research. DHHS assigned the Task Force to the IOM and funded it with $1 million.
But the IOM advisory committees include no parents, so the Task Force was moved the
CDC - but not the $1 million. This Task Force is a science advisory board with the active
involvement of affected parents.

e Dr. Cohen asked, if the SAMHSA RFA advisory committee is redundant with this Task
Force, if this committee could assume that role. Dr. Calhoun thought that while they
could not request to serve that role, they could request to be a liaison. Dr. Riley liked
that idea, and asked Dr. Calhoun to convey that request. Ms. Granoff added that CDC's
Committee Management Office has asked the DHHS to clarify how that committee's
charter relates to this Task Force.

o Dr. Sokol disagreed with Dr. Calhoun's advice to let the process proceed, noting that no
advice was requested before issuing the RFAs. He felt that, if the committee feels that
this other committee process is redundant, they have a responsibility to say so before
money is wasted, not after. However, Dr. Floyd disagreed that CDC had not asked for
opinions about the RFA. A group was convened to discuss it, and CDC has been
discussing it with many constituencies for two years.

Four-State Consortium Report

Dr. Judith Strunk and Dr. Larry Burd are with the Universities of South and North Dakota
Schools of Medicine, respectively. They are also the Co-Principal Investigators of the Four-
State Consortium on Studies in the Prevention of FAS/FAE. Dr. Strunk outlined its development
from the late-1996 meeting of the Lt. Governors of the Dakotas, Minnesota, and Montana, to
discuss a collaborative interstate approach to the problems caused by FAS. Funding began
with a Congressional earmark in late 1999 that was awarded in September 2000.

This is the first multisite consortium to address FAS. A one-page fact sheet was distributed
(Attachment #5). Its work is conducted by the Schools of Medicine in the Dakotas, by an
Organization on FAS in Minnesota, and by the Department of Health and Human Services in
Montana. They developed a common set of instruments and core elements. The funding was
not specifically designated for tribes, although each state was charged to ensure the
representation of tribal organizations or other large minority populations. The project's three
objectives were outlined (see attachment).

The four states have an estimated 37,950 persons with FAS/ARND, but since many are
diagnosed instead with mental retardation, the true number may be 77,111. Three separate
cost studies were done. The cost to care for people with FAS in North Dakota was estimated at
~ $17 million/year for children and adults (about the total of taxes on the alcohol sold). For each
$10,000 spent caring for persons with FAS, North Dakota spent <$30 on prevention efforts.

The four states together spend ~$163 million/year. Those data are used for planning.



An ongoing multi-year study of mothers of children with FAS/E indicates an average age of ~ 27
years, tenth grade education, most unmarried and smokers, alcoholic for ?10 years, almost half
in treatment more than three times, etc. Information on the fathers is similar: age ~31 years,
tenth grade education, most unmarried, ?12 years as an alcoholic, 60% are from minority
populations, and they are poor. The data on the children with FAS/E indicate an average of 7
years of age at the time of diagnosis, with two older and two younger children in the home. Half
have birth defects, 6% have cerebral palsy, 40% have mental retardation, and 60% have
attention deficit/hyperactive disorder. A full 85% live outside of the home; 25% had one or more
head injuries. Nine percent of children have one dead sibling; 2% have two dead siblings, and
5% have 3 dead siblings.

The conceptual model for the interventions was shared, as well as a chart of the risk factors
identified for children. All the states have a control population. Also charted was a power
analysis for the risk markers. With 100 cases, there is good power for analysis of birth weight,
congenital malformations, etc.

However, the data are hard to obtain on maternal alcohol use. Of pooled birth certificates on
100 children, 6% of mothers indicated alcohol use in pregnancy, a much less reliable
information source than for smoking data. For that reason, the Consortium stopped using birth
certificate data and trained health care providers to collect those data in prospective interviews.
Three states will work with high-risk children; one will work with affected children and adults.
When combined, the cohorts should include several hundred high-risk women.

Two major strategies are used to address Objective 2: a) use a systematic review of all
diagnosed cases and enter them into database to see how diagnosis varies between states.
And b) several surveys will be done to prenatal care providers to explore screening and
services. Those data will be matched with that from intervention groups to estimate program
success to what proportion of the prenatal care population for which these models might be
effective. Two tools for educating legislators were distributed: a cost estimator of the burden of
FAS and an exposure model.

Discussion

e +Ms. DeVries: Do you have a registry? Yes, for a long time. Outreach clinic staff state-
wide use a weighted checklist diagnostic tool, with a weighted severity score, which are
entered into a registry which probably has almost all diagnosed cases. These are
matched to birth records every other year, and then matched to controls and compared.
Confidentiality is maintained in the same system used for FAS, SIDS, and autism
(described in Journal of Perinatal Medicine). The consortium has also set up a sample
repository (e.g., Guthrie cards used for metabolic testing), hopefully to facilitate a
susceptibility marker study.

e Dr. Maresca: What was the tribal communities' response to the funding not being
earmarked for tribes, especially with the Presidential mandate to address health
disparities? The funding was to address state-wide needs, but all four states have over
30 independent tribal nations, entailing a significant collaboration effort. Each tribe is
asked to participate and responds according to their own choice. North Dakota has a lot
of tribal participation (one tribe has screened for FAS in kindergarten for 11 years; each
reservation has an FAS diagnostic clinic; two states sends out assessment teams to the
reservations).

e Dr. Floyd: Is there an FAS/E breakdown for American Indians versus non-American
Indian populations? Yes, but it is misleading due to lead-time factors. For example, a
WIC screening in one year of all WIC applicants found 28 cases, most not Native



American. An initiative with WIC is now in place. In North Dakota, this is the perfect
spot for FAS intervention, which links well with the diagnostic clinics.

o Dr. Floyd: Is there a common intervention for children being tested by all states in the
consortium, and do you have any suggestions from data or clinical experience about
effective intervention components? A comprehensive approach is effective in identifying
children at an early age and getting them into services (the current focus), but there are
no data yet on that approach's effect on long-term outcomes among children with FAS,
family environmental systems, etc. Dr. Masis thought that the conduct of the consortium
itself would provide good information on the various ways that this process advances
FAS work in each state (which will probably differ in each state), particularly those with
tribes.

e Ms. DeVries applauded the cost estimation of FAS/E, and asked if it included the efforts
of parents to compensate for their FAS/E child, compared to a normal child? This study
looked at the costs of children with emotional disturbances and estimated almost
$20,000/year in unreimbursed costs (e.g., lost vacation pay, insurance co-pays, home
repairs of damage caused, etc.). Of that group, the biological and adoptive children with
FAS were slightly less, at ~$17,000/year.

Dr. Riley thanked the presenters and asked them to update the Task Force as the work
advances, to assess the possibility of replicating it elsewhere.

Discussion of Workgroup Recommendations

Provider Education Workgroup Recommendations

Dr. Robinson reviewed the Provider Education Workgroup's recommendations. They were
based on the best medical knowledge (evidence-based and recognized), but there are still gaps
in knowledge about FAS. 1) Pursue a top-down approach (i.e., advising federal agency leaders
to address this issue); 2) publicly support the Surgeon General's recommendation that women
not drink alcohol during pregnancy; and revise health care guidelines (e.g., EPSDT and CHIP)
to identify children, youth, and adults on FAS/FAE; 3) advocate for professional organizations to
develop guidelines for early screening, diagnosis, and treatment for FAS/FAE; 4) urge each
state to have a multi-agency coordinating body for FAS; 5) develop regional continuing
education, Web-based and other curricula; and 6) promote that all FAS/E research have an
evaluation component to assess the intervention's impact/efficacy on changing provider
behavior.

In discussion, Dr. Calhoun urged that the Task Force's biannual Report to Congress, in which
these recommendations will be couched, be sure to include supportive data.  Dr. Riley asked
the Workgroups, if the Task Force approves their recommendations, to gather that evidence
base and to detail what gaps would be filled by doing that work.

Dr. Riley asked if all were in favor of endorsing the Workgroup recommendations as Task
Force recommendations. With no dissent, they were approved.

Multi-Level Collaboration Workgroup Recommendations

Dr. Charness summarized this Workgroup's two recommendations: 1) establish a multisite
research consortium with an multi-representative advisory board to recommend on priorities for
research and clinical demonstration projects; and 2) further investigate the establishment of an
FAS/E registry



Multisite Research Consortium. Dr. Day suggested deferring discussion of the first
recommendation to the next meeting in order to clarify it further, and to only consider the
registry at this meeting.

Dr. Riley suggested crafting a more general recommendation, such as "The Task Force
recognizes the limited number of subjects available for research on interventions into basic
science principles. It recommends that the CDC/ICCFAS consider alternative ways to maximize
the use of these subjects to answer important research questions in a timely fashion."

Dr. Coles suggested specifying models from other fields to indicate that idea without having to
specify how it would be done. Dr. Schad noted that educators, not being specified, could be left
out of the work. Dr. Charness responded with the Workgroup's decision to not address such
detail until their role is understood. They concurred on the limited number of subjects and the
need to assemble multiple study cohorts for sufficient study power. Once their role is better
defined, Ms. Granoff suggested that subcommittees rather than workgroups could be formed,
which would allow the engagement of external consultants to advise their work.

Dr. Riley moved to table Recommendation #1 on the multisite consortium to the next
meeting, so that the Workgroup could continue to investigate the associated possibilities
and develop it further for the next meeting. Dr. Robinson seconded the motion, which
unanimously passed.

Dr. Floyd saw no reason the Workgroup and Task Force could not identify as an issue the
concern of limited numbers of subjects available for an increasing numbers of studies, which
could hamper future scientific progress. Bringing this to the attention of the federal agencies
could prompt their consideration of forming a collaborative group to discuss the issue among
themselves.

Registry. Dr. Floyd suggested further consideration be given to the need for and feasibility of
establishing a. Perhaps the first decision to be made is the registry's purpose,; if it is research,
sampling issues will dictate the design (e.qg., registry inclusion: FAS, FAE, ARND, diagnosed or
not?). The NCBDDD has a birth defects registry and could advise, or the March of Dimes, or
individual experts such as Dr. Burd could also advise the task force.

Ms. DeVries thought the discussions had already supported the idea of a registry; in fact, two
registries for voluntary participation: one for birth mothers and the other for families volunteering
their children. However, the latter may want to opt out when they become adults.

Dr. Riley proposed forming a Registry Workgroup to explore the topic. Dr. Charness already
had identified Websites, and had spoken to others already involved in registry work. Dr. Schad
moved that a Workgroup be formed to develop a white/position paper on registries and
report to the Task Force on the issues. Dr. Charness seconded the motion.

Dr. Maresca suggested that the issues relating to a mandatory- versus voluntary registry be
explored . She also stressed the importance of having community input, especially from those
affected by any involuntary component (the legality of which also should be addressed by a
consultant), since that involves issues of labeling (e.g., American Indian/Alaskan Natives in
terms of genetics). Dr. Floyd noted that only Alaska and Colorado have mandated reporting.
Dr. Cohen raised the distinction between mandating FAS and a birth defect. She expected that
Larry Edmondson at CDC would have that information.



Ms. DeVries commented that Dr. Charness' proposed registry would be of diagnosed individuals
or mothers, since FAS is rarely diagnosed at birth. However, Dr. Cohen stated that state laws
on birth defects registries mandate physician reporting back to the birth defects registry for
specified periods of time prior to diagnosis. Some go to 18 years of age.

Dr. Riley envisioned a Williams Syndrome type of voluntary registry, but Dr. Day rejoined that
that would be of almost no utility for epidemiological research. On the other hand, Ms. DeVries
assured the committee that a mandatory registry would not be welcomed by the families of
FAS/E children. It was agreed that the Registries Workgroup will discuss and recommend the
registry's purpose. Workgroup volunteers were: Cohen, DeVries, and Mitchell. Dr. Damus also
volunteered. Mr. Garcia moved to research and develop a white paper on the possibility
of an FAS registry. The motion was seconded and unanimously approved.

Visibility Workgroup Recommendations

Ms. DeVries reviewed this workgroup's recommendations: 1) a) develop a broad-based FAS/E
awareness communication plan and b) rigorously evaluate its effectiveness; 2) produce a
document based on the experience of practitioners and parents/care givers; 3) write the DHHS
Secretary requesting that the ONDCP strongly include the dangers of alcohol consumption
during pregnancy in their public messages; and 4) the activation of an FAS/E Public Awareness
Training Team.

Recommendation #1: Awareness Campaign

o Dr. Day noted that the expense of such a public awareness campaign will demand
evaluation, from simple (a survey of knowledge) to complex (effectiveness of seeking
treatment).

e Dr. Cohen suggested asking the March of Dimes for technical assistance, based on their
experience of evaluating the folic acid campaign. As that did, this evaluation should not
be one-time, but followed up over a 3-5 year period. Ms. DeVries advocated ongoing
evaluation.

o Ms. Mitchell commented that such an awareness campaign does not try to change
behavior, and that the effectiveness of such a campaign has not been demonstrated.

e Dr. Sokol reported that the literature indicates that labeling has no impact on women's
behavior. There are some studies of knowledge which gathered data shortly after the
campaign, demonstrating an effect if the knowledge is salient. The report was released
in 1989 after the Surgeon General's report, but knowledge declined thereafter.

e Dr. Floyd noted that CDC's folic acid campaign materials were developed over a lengthy
process of formative research and message testing. She stressed the importance of
long-, short-, and intermediate goals in a multi-level campaign, as done by folic acid. Dr.
Karla Damus stated the March of Dimes polls showed a 50% to 70% knowledge of the
benefits of folic acid, but only 10% of women of child-bearing age knew that it must be
taken before pregnancy to prevent neural tube defects. The March of Dimes found that
professional education is essential. The National Foundation on Folic Acid includes the
professional organizations to reach those with whom the women and their families will
have contact.

e Mr. Garcia supported a long-term campaign with consistent messages, based on the
drug abuse prevention field's experience that media messages reduce rates of abuse,
but they rise again after the message stops. Keeping the message in front of the public
also keeps it on the national agenda.

¢ Dr. Riley summarized that the recommendation is to develop a long-term, broad based
communication plan, with evaluation, and seeking/securing a national spokesperson.



Dr. Cohen suggested building coalitions (e.g., with other professional organizations and
the March of Dimes) to keep the message going at the state level.

e Ms. Mitchell suggested a consistent focus on raising awareness, particularly among
women who are not problem drinkers.

Dr. Riley moved to adopt the Workgroup's Recommendation #1, which unanimously
passed.

Recommendation #2: Produce a Document
Dr. Riley suggested as a corollary goal that this promote a national grassroots campaign to
educate parents on how to present FAS/E in their community.

Dr. Calhoun saw this as part of the national visibility campaign, beginning with TV ads, etc.; then
convening parent/caregiver groups to exchange information on a regional basis to promote
awareness and provide their collective experience to the federal agencies on ways to raise the
visibility of FAS/E.

Ms. DeVries commented that no matter how large the campaign of #1 is, it will not work without
#2. Ms. Waller suggested making this a third paragraph of Recommendation #2, along with
identifying apparently helpful interventions and funding research into the problems of individuals
with FAS/E and their families.

Dr. Calhoun moved to implement this as: 2a) convene regional meetings of caregivers
and parents to document the collective experience of dealing with affected children, to
raise public awareness. A national-level document could summarize this information.
And, 2b) convening them can effectively encourage their communities to effect this Task
Force's recommendations, and allow the caregivers to increase the activity of their
communities . The motion was seconded, and unanimously approved.

Recommendation #3: Write to the Secretary.
The letter to the Secretary was adopted on the previous day. Mr. Garcia moved to send the
letter to the Secretary. The motion was seconded and approved.

Recommendation #4: Activate an FAS/E public awareness training team.

Dr. Calhoun suggested that CDC list the different areas of expertise of the Task Force
members. The Training Team could be expanded by including non-Task Force members, but
that also could produce logistical problems. Dr. Floyd noted that each agency has public
awareness components. She suggested the recommendation say, the campaign will utilize
the resources available for public inquiry, and increase the visibility of currently available
resources. Task Force members will be considered as full participants and be called
upon to serve the national campaign as resources and experts.

Speakers Bureau. Dr. Riley recalled that this recommendation was initially to develop a
Speakers Bureau (e.g., for the NRC meeting). But the Task Force members are already
overburdened, so they should identify individuals able to address various areas that should
become clearer as the national campaign progresses.

Dr. Maresca raised the links between the workgroups; for example, the link here to the
Educational Workgroup. Without that, this recommendation should include raising the
awareness at targeted audiences. Ms. DeVries responded that these links (and to the ICCFAS)
originally were included at the end of the Workgroup report as separate points. However, the



previous day's discussions indicated that each Workgroup would address the professional
development and speakers within that area.

Ms. Mitchell proposed including the goal of affecting the policy of the professions and their
associations (e.g., at the school-age level) to direct efforts more broadly to affect curriculum
inclusion. Mr. Garcia suggested that, since professionals tend to listen to their peers,
recommending that CDC and ICCFAS develop talking points with data; along with other training
materials (slide sets). Ms. Waller reported that this was attempted in her own state, but the
trainer didn't have a child with FAS/E and the result was not optimal. Most of the materials are
pictures, with stories that are not easily replicated by anyone not personally affected.

Dr. Day moved that CDC develop resources to include profession-specific information as
well as potential slides downloadable from the Internet, and identify speakers with
specific levels of expertise relevant to the national campaign. Mr. Garcia seconded the
motion, and with all in favor, it unanimously passed.

Discussion with Agency Management

Dr. Jose Cordero , Acting Director of the NCBDDD noted that this was day 10 of the new
Center, which is budgeted at ~$62 million. He expressed his pleasure to see the progress that
has been made in addressing FAS/E, which was only a dream a mere few years ago.

He offered the immunization field's advisory committees as a model for this Task Force. The
Advisory Committee on Immunization Practices (ACIP) recommends on the national
immunization schedule, particularly for the first two years of life, and on changes to national
immunization policy (e.g., to the use of inactivated polio vaccine that does not cause paralysis).
The National Vaccine Advisory Committee (NVAC) advises on national vaccine policy. It has
been very instrumental in the nation's achievement of the highest vaccine coverage and lowest
level of vaccine preventable disease (VPD) in our history. Early in its development, it produced
a white paper on the basic actions needed to achieve the highest levels of coverage, which
included recommendations of major strategies.

This Task Force could be instrumental in developing with CDC the blueprint to help guide the
programmatic activities needed in next five years to reduce alcohol use in pregnancy, and to
reduce or eliminate FAS as cause of birth defects and developmental disability. Another task
demanding attention is the need for quality care for the children born with FAS, to ensure that
they have the healthiest possible life. With his apologies, Dr. Cordero left the meeting shortly
thereafter.

Dr. Dixie Snider , CDC's Associate Director of Science, thanked the members for their
willingness to serve and offered some relevant experience. He was Director of the Division of
TB Control in the past, which, with assistance of an Advisory Committee on the Elimination of
TB (ACET), developed a related strategic plan. (Elimination was defined as very low levels in
the U.S., not complete eradication). Without that plan, the Division probably would have been
abolished. It would not have been able, two years later, to address the resurgence of TB
incidence and still later, that of multiple-drug resistant outbreaks. The committee also advised
on such strategy issues as who and how to screen, and on preventive therapy.

Dr. Snider has also been the ACIP Secretary since 1993. This is probably CDC's most prolific
advisory committees, due to the large number of vaccines to combat VPDs. Ironically, the all-
time low levels of VPDs has created public concern about the safety of the vaccines that
prevent them, diseases never seen by many parents and even physicians. The ACIP has



stayed the course in addressing such concerns, and debates such major issues as the
relationship between rotavirus and intussusception and last year's influenza vaccine shortage.

The NVAC is part of the CDC-funded National Vaccine Program Office (NVPO), which reports
to him. He has attended many of their meetings. Where the ACIP addresses the vaccines'
technical issues, immunization registries, operational issues, etc., the NVAC addresses broader
policy issues, such as how to maintain the flow of vaccine and what might threaten vaccine
enterprises. Among the latter is the fact that vaccines are a minuscule part (<3%) of
pharmaceutical company products, so continuing the identification of vaccines and ensuring
their continued production is essential.

Dr. Snider has also been a member of FDA's Vaccines and Related Biological Products
Advisory Committee (VRBPAC) for several years, which functions differently. It responds to
guestions from the FDA, often about particular vaccines' efficacy and safety (e.g.,
recommending sources of bovine vaccine components from countries without bovine
spongiform encephalopathy, or what standards are needed to ensure the safety of vaccines not
yet widely tested at the clinical practitioner level). He has also consulted with the Hospital
Infections Control Practice Advisory Committee (HICPAC), and the Lead Poisoning Prevention
Advisory committee.

He stressed the importance that this Task Force think strategically of what needs to be done, in
what priority order of action steps in research, translation to public health programs, and
individual health care service programs.

Dr. Floyd commented that a number of agencies are involved in various FAS/E research and
prevention activites. The Task Force is faced with addressing how to define its function in the
mist of many initiatives already underway including interventions with women, surveillance
(FASSNet), school screening, monitoring by the BRFSS, the National Survey for Alcohol Use
During Pregnancy, and SAMHSA's recent RFA to address FAS. That and CDC's RFA are now
exploring interventions with affected children, developing programs to improve their quality of
life, address secondary conditions, etc. In its work to set priorities around which a strategic plan
could be fashioned, she asked for input on an effective process to carry out the strategic
planning process.

Dr. Snider cited the tremendous influence of the TB strategic plan on other agencies as well as
within CDC. As a result, NIH's $300,000/year funding to TB research rose to the present level
of millions of dollars. They partnered in developing the plan, and other partners were engaged
over time (e.g., NIOSH and OSHA, when TB transmission in health care facilities became an
issue). The ACET addressed that with liaison members, and the ACIP and NVAC participated
in addressing the production of related products. Both have a number of liaison members who
represent professional societies that are important in developing and implementing the ACIP
recommendations.

In developing a strategic plan, it is appropriate to think broadly about everything needing to be
done. This would of course consider CDC's role first, but also its work in context with other
agencies, which also would be grateful for the Task Force's advice. He advised that the latter
should participate from the outset. He was pleased at Dr. Calhoun's presence as the liaison for
the ICCFAS and NIAAA. He also noted that having an Interagency Coordinating Committee
and a FACA committee is consistent with other federal work. For example, the National
Biologics Advisory Committee publishes reports, the implementation of which within DHHS is
effected by other committees. This is healthy, productive, and nonduplicative but



complementary work. There are common themes among the many different committee models
that have been successful, but each has to decide for itself what will work for it; there is no
template. He suggested discussion with other committee Chairs as well, such as Dr. John
Modlin of the ACIP.

Discussion included the following interchanges with Dr. Snider:

o Dr. Riley: What is the line between fact finding and going further, collecting data? Hire
consultants; for example, the National Immunization Program does so to explore how
parents might feel about yet another injection to their child. CDC also has a general
counsel that can advise on what the committee can/cannot do. However, the Task
Force also needs to avoid a perception that it is an advocacy group, although there is a
narrow line. That is another reason to have strong partners; if they help develop
recommendations, they are more likely to make them part of their own guidelines.

o Dr. Riley: How long does it take to develop a strategic plan? That depends in part on
staff support and external organizations, but it can reasonably be expected to take 12-18
months before it is ready to share publicly. In the interim, many committees issue
sections of the overall plan. E.g., the TB Elimination Plan's Research Section was
published ~2 years before the full plan, in conjunction with the American Lung
Association's conference, which included breakout sessions on research.

e Dr. Riley: This is an exuberant committee, more focused on 2 weeks than 2 years.
While it is important to develop products, one must be sure of their substance. For
example, the NVAC resolutions that embed a greater amount of data more consistently
receive a response from Secretary or Assistant Secretary of Health. Currently, the
NVAC and NVPO are developing an influenza pandemic response plan in preparation
for the next pandemic. This requires very complex planning to address the multitude of
issues involved. These are living documents, constantly revisited with emerging
technologies, etc.

o Dr. Coles: Is there a white paper or survey mechanism to help the Task Force get the
information needed to develop such products/a plan? The new Center will have to
assess that and respond, but there is no simple answer. The resources that CDC's
programs are willing to put into ACIP, for example, depends on what they will get out of
it. NIP's initial sole involvement in the ACIP has grown to include the National Center for
Infectious Diseases, and now the National Center for HIV, STD and TB Prevention. That
could grow more; for example, if vaccines emerge for chronic disease, the National
Center for Chronic Disease Prevention and Health Promotion would be involved.

Mr. Michael Sage , National Center for Environmental Health Associate Director for Policy,
joined the group. One function of his position is to run the Center's advisory committees. Until
the new Center began, that included this fledgling Task Force. It includes the NCEH advisory
committee (CEHAC), one Workgroup of which is helping to develop the new Center and may
give rise to the new NCBDDD Director's Advisory Committee. He encouraged the Task Force
to work with them. While the new Center was official as of April 17, its administration by NCEH
will probably continue for another year until it is solidly in place. About 5-6 years earlier, NCEH
led on five of CDC's 27 committees.

Mr. Sage advised patience as the first rule of participating in an advisory committee, which is a
very bureaucratic experience. The common themes of the successful NCEH committees
include that they often revisited their charter to check the relevance of their activity to not veer
off-task; and having good support (staff or contractor). It can take a committee a full year to gel



and see an issue develop. He warned that too quick an expectation of products can find the
members in the third or fourth meeting to be discussing the same things.

Mr. Sage found the present to be an opportune time for a strategic look at FAS work, since the
committee can influence not only the activity of the new Center, but also help to answer
Congressional questions. Helping to prioritize activities and program direction is an important
part of the committee's advice to the program. It should ask for the information needed and
analyze it to craft its advice. The staff, the program, and the committee need to work together to
optimize the results. The best committees' members are attuned to each other and share the
same goals, if not the same opinions.

Mr. Sage advised, in thinking about forming a strategic plan, that the committee considers
where the opportunities and the gaps are, where the program can move quickly and in the long
run, and then begin a dialogue. He has found committees to run best on consensus, rather than
formally on Roberts Rules of Order (although some committees addressing very broad interests
or controversial issues have had to use them, complete with minority opinions).

Discussion included:

Dr. Charness: How can this committee best engage all the involved agencies and
develop priorities and collaboration? Write a letter to the agency head asking for formal
representation of an agency Ex-Officio member. That more formal representation
generally ensures their attendance. The closer the Task Force can work with the
agency doing work of interest, the better. Dr. Charness wished for this arrangement with
SAMHSA, which has the most ambitious current FAS/E program.

Dr. Calhoun represents the Interagency Coordinating Committee (ICC), which consists
of ten agencies, each of which has a national advisory committee, which in turn have
some liaisons. This charter says that this CDC Task Force will coordinate its efforts with
the ICC, not that it will coordinate or direct any research; that's the ICC role. This goes
back to understanding the charter, and ensuring that all understand it in the same way.
The Committee can request that anyone it wishes attend its meeting. Communication is
the issue with the key groups involved in these programs. This committee's charter is
broad, which is good in that can advise through the ICC. It also can advise the DHHS
Secretary, which is tempting to influence the other programs. But that also can be
coordinated through the ICC, and then beyond that, it is possible to report to the
Secretary. Normally, communications to the Secretary are to provide general advice,
not to request that something specific be done.

o First, influence the new Center's developing program, the Task Force's primary
function. Then, identify the research/service gaps, and the agencies that might
fill them; and then determine how to influence that - either going directly to them
or to the Secretary.

o0 Or, the Task Force can use it Biennial Report to Congress, which describes the
committee's work and its recommendations. This is something very few
committees have the opportunity to do, which is quite a powerful mechanism.
The members will need to think through early on what this report might want to
say and shape it accordingly, as they are time consuming and labor intensive to
generate, and can take on a life of their own. This will go to CDC, then the
DHHS Secretary, who will forward it on to the relevant Congressional
committees.



o0 However, the committee should not wait until every other year to push those
recommendations up the ladder. After influencing the new Center to this priority,
it should seek to influence CDC Director Dr. Koplan to make it so in CDC; then
look further up the Department; and then at the broader arena.

e Ms. DeVries: Does the report recommend on funding? This is discussed between the
committee and the program over time, and any relevant Congressional committee with
interest will ask what funding the work will require. The Task Force also will want to
influence the CDC budget initiative process, which occurs way in advance (e.qg.,
decisions for FY2003 are being made this month).

o Dr. Cohen: At what point are these reports public? Everything is public all the time
unless the committee can justify closed proceedings.

e Dr. Floyd: How important is the strategic plan in framing the recommendations of the
committee? Every committee works differently. Most plans focus on the direction the
program is moving or it thinks it should go, and the associated issues.

e Dr. Schacht: How important has it been for these committees to formally define
goals/objectives to guide its work, or do they do them as they go along? Defining them,
even short-term, makes the committee more productive. And the committee can always
challenge the program to come to it with good questions that relate to the topic being
addressed, for program or research directions, etc.

e Dr. Floyd: How do the NCEH Workgroups get together ? CEHAC now has about a
guarter to a third of the agenda devoted to Workgroup meetings, which then report to the
full committee under the next day's agenda item of New Business. Some Workgroups
also meet in between CEHAC meetings to most efficiently do their work (e.qg., the
Laboratory Workgroup met to determine what the next 30 toxic materials to be tested for
the National Environmental Exposure Report should be; and the Workgroup on Genetics
does strategic planning through conference calls). But, if the discussion will result in
action including advice to the Center, the call must be published in the Federal Register
to allow public input. If the discussion is only for reference in the next meeting, that is
not necessary. Information can be passed as much as desired.

e Dr. Floyd: If the program is given new funds and required to announce and award funds
with a short timeframe, what is the best way to involve the Task Force for input? We're
aware that many members of the Task Force may be potential grantees of federal
agency funded projects. Try to involve the Task Force as early as you can. When
attending the Task Force meetings, members are special government employees and
subject to those rules of confidentiality (e.g., a member applying for an RFA, or
otherwise subject to potentially benefitting from a subject under discussion must recuse
her/himself from the discussion). This is equivalent to the NIH's concept review.

Dr. Riley thanked Mr. Sage, Dr. Snider, and Dr. Cordero for attending this meeting. The
discussions were very informative and may have answered erroneous Task Force members'
preconceptions of their role and work.

Concluding Discussions

Program input - Dr. Riley asked what the program's needs are for the Task Force to help it
develop. Dr. Floyd referenced the presence of FASSNet in the field, the BRFSS' collection of
prenatal exposure data, Project Choices, and the latest RFA on intervening with affected
children and their families. With regard to the latest and newest effort, a big issue is identifying
a standard assessment package for FAS/ARND to be used across the four study sites.



Dr. Coles asked if she should recuse herself, since she is likely to apply. Ms. Granoff asked Ms.
Vowell to investigate that. Dr. Riley noted that this situation, of the best qualified person being
unable to participate, could re-occur, which again raised the prospect of inviting others to the
Task Force's discussion. Dr. Floyd advised the members to provide the program with
suggestions; a conference call could be arranged.

Ensuing discussion included the following observations:

e Ms. DeVries hoped to influence the Center to request that CDC RFAs are such that, for
disabilities research in general, those diagnosed with FAS/E but with a normal IQ be
included for benefits. However, that is controlled by other agencies (e.g., the Social
Security Administration). Dr. Floyd said that such a recommendation for developmental
disabilities in general would go to the Secretary, but a recommendation to the NCBDDD
could also be made concurrently.

e Dr. Schacht commented that, as assessment issue, an over-reliance on 1Q rather than
functional ability could be looked into. Dr. Cohen cited variations of that among the
states; one reason the state survey of eligibility criteria was begun.

Business issues were discussed with Ms. Granoff and Dr. Floyd:

e Travel. There are no particular guidelines for bringing in consultants, the members'
travel elsewhere, etc., to execute the Committee's business. Ms. Granoff asked the
members to advise her of what is desired, since the budgets must be adhered to. If a
national meeting is important to attend, the Chair or a representative can do so and
summarize for the committee. Similarly, bringing people in can be done on request, or a
Task Force member could be invited to visit a grantee doing a good project on
intervening with children.

e Letter to Sen. Daschle. Dr. Riley expressed a wish to the first meeting's minutes to Sen.
Daschle with a letter thanking him for his efforts regarding FAS/E. He also invited any of
Sen. Daschle's constituents to write as well.

e Ms. Mitchell suggested that CDC develop a slide or overhead with bullets of the Task
Force's charter to help the members keep focused on their mission and what it wants to
be achieved.

e Mr. Garcia saw three levels that this Task Force can impact: CDC, the federal levels,
and beyond. He suggested that the next meeting include discussion of what levels to
approach with a strategic plan, and hold broad policy discussions about
recommendations of those. He suggested the categories of intervention (education to
the public or to women who are light/moderate drinkers or even addicted to drinking,
about the availability of treatment), research, services (what services indicated by the
literature as being most valuable/promising), and risk identification.

e Dr. Cohen noted the amount of discussion focus on children. She hoped to
instill/reinforce a life cycle philosophy in the field. Ms. Mitchell agreed, reporting many
calls to her from parents of adults with FAS.

e Dr. Cohen advised specification of the services of focus. In discussion, Dr. Riley also
defined "intervention” as prevention activity with the women of child bearing age, and
"intervention" as activity with the product children.

Strategic Plan - Dr. Riley thought a strategic plan could be developed on evidence-based
research (CDC/NIH), prevention, and intervention. It could note the issues to the Secretary,
how they could be resolved, and define the benefits of doing so. Dr. Floyd agreed to share the
program's strategic plan. Dr. Coles urged consideration also of the NIAAA's plan to functionally
integrate the agencies' plans for interventions. Regarding the latter, she recommendd that the



agencies consider the need to develop a knowledge base for school-based interventions with
children. An NIAAA RFA with those components would be helpful.

Dr. Riley asked the members to consider ways in which a strategic plan for FAS/E could be
devised: how broadly it should be constructed, what 3-5 broad issues could be considered.
These could be shared by e-mail among the members, narrowed down, and then more specific
categories considered for those few remaining. The recommendations made at this meeting
were generic enough to stand as is; and the survey is fact-finding for the data needed to
determine what the states have and need. Some of this could be done informally at the New
Orleans meeting. Mr. Garcia added that part of his job is to often speak with the NASAD
Directors. He offered to just ask them to gather that information on their FAS prevention
activity. Ms. Granoff stated that how the members elect to work on FAS/E outside of the Task
Force meetings is their choice. Dr. Cohen added that every state submits an MCH plan which
might include prevention information about FAS.

Dr. Schacht asked if this Task Force should comment on the Healthy People 2010 ten goals
about FAS, which are already on the national agenda. Dr. Floyd responded that the HP2010
FAS objectives are developmental; there are no surveillance data. CDC's goal is to develop
that baseline data. The HP2010 goal of reduction of alcohol use in pregnancy is the other goal
most relevant to this Task Force, which will use SAMHSA's database from the Household
Survey of Drug Abuse is relevant to that goal.

Ms. Mitchell asked if the next meeting agenda would allocate Workgroup meeting times. Dr.
Riley responded that the workgroups are ongoing or pending some activity before acting (e.qg.,
the the multisite consortium was tabled; the survey will not proceed until the information comes
back to the committee). However, a Workgroup to answer Dr. Floyd's questions about
interventions and how to assess the RFAs is needed. This is also related to the recently-issued
RFA to develop the standards for an assessment battery to guage an intervention's
effectiveness, not only for CDC's use but for other new projects, which could be invited to
participate in the discussions. Dr. Riley volunteered for that Workgroup and suggested that
external expertise be invited to participate as well.

Finally, Dr. Floyd acknowledged the expressed concern by some Task Force members that they
were not aware of CDC's activities in developing the newest RFAs. She pledged that the
program would work in future to ensure the Task Force be kept abreast of activities being
planned. The next Task Force meeting will be on Thursday/Friday October 1-2, or
alternatively on November 1-2.

With no further comment, Dr. Schad moved to adjourn, and with no dissent, the meeting
adjourned at 4:25 p.m. with Drs. Floyd's and Riley's thanks to the participants.

| hereby certify that, to the best of my knowledge, the foregoing Minutes are accurate
and complete.
Edward P. Riley, Ph.D., Chair

Date
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ATTACHMENT #1
FAS TASK FORCE WORK GROUP

CONFERENCE CALL
7 MARCH 2001

Work Group attendees: Floyd, Maresca, Mitchell, Riley, Roach, Robinson, Wybrecht.

Excused: Mr. Garcia, was giving a presentation on FAS at the time of the conference call.

Our Goal: To implement a broad-based campaign for professional education and

development

Broad recommendations:

A. Adopt a "top - down" (i.e., upper management) approach

B. Develop web-base curricula and other means of access for rural and other
populations with limited access to regular continuing education

C. Each state in the US should have an FAS coordinator

D. Knowledge concerning FAS should be integrated into the training of future

teachers - not just those who aspire to work in special education

Discussion points concerning the following targeted professional or groups:

A. Health care specialty training (physicians, nurses, practitioners, physician
assistants, other health professionals)
1. Louise Floyd noted that data show that there are 150 million physician

visits by women each year; this is an important opportunity to intervene. At the
same time some data suggest that only 30% of surveyed physicians believed
that women should abstain from alcohol during pregnancy
2. Possible strategies to reach physicians
a. Riley - disseminate and use data on brief intervention (e.g., the
work of Fleming, et al)
b. Floyd - encourage the use of web-based learning tools such as
those that are being developed at the CDC
C. Maresca - encourage the use or development of clinical guidelines
for evaluation and ongoing care of individuals with FAS (Robinson will
obtain AAP position paper on FAS)

A 2. Possible strategies to reach physicians (concl)
d. Specific groups
l. AAP - Robinson
il. Native American Study Committee of American Academy
of Family Medicine - Maresca
iii. America College of Obstetrics and Gynecology - Floyd
B. Teachers
1. Knowledge concerning FAS should be integrated into the training
curricula of future teachers - not just those who aspire to work in special
education



2. Implement in services/other staff development activities for
teachers/trainees

3. Develop web-based educational activities

4, Task Force should share its expertise with professional groups such as
National Education Association to develop guidelines and information concerning
the early recognition of FAS

C. Vocational rehabilitation
D. Human service professionals and interested work group members
1. Chemical dependency/addictions counselors - (Roach)
2. Social work
a.Child welfare/foster care - (Mitchell)
3. Criminal justice system, bar associations - (Wybrecht, Mitchell)
E. Other professional groups
1. Research Society on Alcoholism, especially the FAS Study Group

2. Education Subcommittee of the Interagency Coordinating Committee on Fetal
Alcohol Syndrome (ICCFAS)

V. Objectives: how do we get there?
A. Contacting professional groups
VI. Challenges to achieving our goal
A. Attitudes of providers and, on occasion, families
1. Reluctance of providers to diagnose FAS
2. "Stigmatization" and "labeling” as possible barriers to achieving fullest

potential of affected persons



ATTACHMENT #2

Here are the recommendations from the Working Group on FAS/FAE Multisite Research
Center and FAS/FAE Registry. It was prepared by Michael Charness.

The Workgroup consisted of

Michael E. Charness, M.D., Chair ,<mcharness@hms.harvard.edu>
Ed Riley, Ph.D." <eriley@mail.sdsu.edu>,

"Dr. Nancy Day" <Nday+@Pitt.edu>,

Claire Coles <ccoles@emory.edu>,

Kathleen Mitchell <mitchell@nofas.org>,

Charles Schad <schad@rushmore.com>,

Jocie DeVries <jocie.devries@gte.net>,

"Faye Calhoun, DPA, MS" <fcalhoun@willco.niaaa.nih.gov>,
Deborah Cohen <dcohen@dhs.state.nj.us>

Outside members

Karla Damus<damus@aecom.yu.edu>
Coleen Boyle<cab3@cdc.gov>

Deidra Roach<droach@mail.nih.gov>

The workgroup proposes the establishment of two separate entities related to fetal alcohol
syndrome and fetal alcohol effects: a Multisite Research Center and a Registry. These should
be implemented separately, although they would be expected to work collaboratively.

1. FAS/FAE MULTISITE RESEARCH CENTER

Premise

The premise underlying the need for the Center is that no single site has enough subjects to
rapidly answer pressing questions. By combining the pool of subjects from each of the multisite
participants and utilizing identical protocols, important questions could be addressed in a
reasonable time and with sufficient numbers to provide the necessary power to reach firm,
statistically-supported conclusions. The Center could comprise research centers, including
universities and medical centers where FAS/FAE research is already underway with existing
cohorts of subjects.

General Organization and Support

The basic science and clinical applications might be linked and coordinated through the
cooperation of various agencies. Funding should come from NIH (e.g. NIAAA, NICHHD), CDC,
SAMHSA, Department of Justice, and the Department of Education. One organization should
take the lead in coordination (NIAAA), but all of these agencies should share in the costs of the
project. NIAAA would be an appropriate agency to support the basic science activities. NIAAA
could also foster multi-disciplinary, working relationships between basic and clinical scientists to
study FAS/FAE using rigorous research methodology and scientifically verifiable outcomes. In
the absence of universally applicable strategies for treatment, there will be a role for
demonstration projects to test experiential knowledge, providing that these projects can be
conducted in a manner that will yield scientifically valid data. SAMHSA or CDC could contribute
to this clinical demonstration component. An administration entity would be necessary to link the
basic research and clinical components as well as the various research institutions involved.



The government agencies are best able to recommend appropriate funding mechanisms. One
likely organizational structure is a cooperative clinical research agreement (U10). There are a
limited number of groups with a history of active research components on children or adults with
FAS (e.g. Albuquerque, Atlanta, Detroit, Pittsburgh, San Diego, Seattle). These and other
research groups should be invited to participate through a publicized request for applications.

One model for this endeavor is the NICHHD funded Neonatal Network, which involves 15 large
neonatal centers around the country. Sites have to apply and be reviewed for 5 years and to
meet criteria for both the Center and for Follow-up rate and mechanisms. Any research has to
be done at all sites and has to be approved by a committee. A different model is the
Huntington's Disease project which was largely sponsored by the Hereditary Disease
Foundation and interested scientists. These regional centers have maintained a comprehensive
family registry for years and carried out high quality work. Many genetics programs, because of
the low incidence of these diseases, have organized such programs.

Funding agencies should provide support for core facilities at each center (administrative
support, psychometricians, statistician, etc) and then provide support for individual projects
(supplies, MRI costs, test purchases, subject incentives, etc, in line with the protocols finally
decided upon).

Scientific Advisory Board

The CDC should immediately fund the establishment of a Science Advisory Board for a Multisite
Consortium that would make the initial inquiries, make and prioritize recommendations for
research projects, establish preliminary protocols, and estimate costs for an initial group of
studies. The Science Advisory Board could then appoint or hire individuals with expertise in the
various questions posed (e.g. experts in educational research on special populations, experts
on biomarker studies) to design the final study protocols. While this Board is working on its
aims, the mechanism for the support of the multisite consortium could be investigated and
initiated. Thus, by the time a mechanism was in place, the initial work would be ready to begin.
A scientific advisory board will be essential to make recommendations about priorities for
research and clinical demonstration projects. All basic and clinical projects must advance a
peer-reviewed, scientifically meritorious research agenda.

The Science Advisory Committee would comprise individuals with knowledge of various facets
of fetal alcohol related disorders who could identify urgent problems that needed to be
addressed. This might include individuals representing families, scientists, physicians,
educators, and judges. Their purpose would be to identify the important questions to be
answered by the combining of resources from the various multisite participants. The Science
Advisory Committee should also have representation from the various multisite participants,
since the participants must be given an active role in this research. One concern is the over
utilization of the subject pool. It must be remembered that each of the multisite participants will
have their own research agenda, in addition to any questions posed by the Science Advisory
Board. Care must be taken to avoid burdening the client population with too many tests,
protocols, and questionnaires.

Role of Scientists and Caregivers

The inclusion of treatment demonstration projects might be an incentive for caregivers to
participate in basic research. Basic researchers might also be motivated by the opportunity to
be involved in a clinical study. Clinical demonstration projects could be organized to provide
data that illuminate basic science questions, such as structural and functional imaging or
neurophysiologic aspects of FAS/FAE.



Scientific and Clinical Goals

The purpose of this multisite consortium would be to conduct research on pressing issues, such
as the treatment of FAS/FAE, understanding the total range of consequences of prenatal
alcohol exposure, and mechanistic studies (e.g. metabolic, genetic, biomarker studies)
assessing characteristics placing an individual at risk for FAS. Perhaps in initial stages, the
consortium should concentrate on a particular area of research that could be integrated with
ongoing research in potential multisite participants (neuropsychological testing, brain imaging,
differentiating behaviorally FAS from other disorders, long-term outlook). Questionnaire data on
a variety of topics (demographics, personality inventories, etc) could be obtained simultaneously
with the more traditional testing and with participants from the registry who are not near a
research site. We do not view this as a consortium for assessing the epidemiology of FAS or
FAE, or for investigating the secondary and tertiary prevention of FAS/FAE, but rather as a
center for studying children and adults with FAS/FAE and perhaps their parents and caregivers.

2. FAS/FAE REGISTRY

The FAS registry could reside within the Multisite Research Center or be contained within an
existing birth defects registry.

Confidentiality is a crucial element, and access should be limited to people with legitimate
needs. In implementing the registry, we should seek advice regarding ethical and logistical
issues from the NBDPN. International registration should be a consideration, provided that
uniformity in diagnosis could be assured.

The registry should have a board of directors who would govern the collection of data and
implement policies about its use. This Board would have representation from various
constituents (parents, researchers, statisticians). There should also be a science advisory board
that would prioritize research requests for access to the database. We envision a web site as
well, where projects could be listed and interested parents, caregivers and individuals with
FAS/FAE could volunteer for various projects.

The format of the registry will need to be carefully considered. Some registries are voluntary
lists to which parents or physicians send information. These registries would obviously be
subject to certain kinds of systematic bias that would affect the outcome of any research done.
There are also registries operated out of NIH that have information about specific disease
conditions, like tumor registries. These are clearly initiated by physicians.

Finally Larry Burd in San Diego tried to organize a FAS registry some years ago and may have
useful experience to share with us. The Scientific Advisory Board will need to consider the
criteria and mechanism for entering subjects in the registry.

General birth defects registries or groups that deal with registries.
http://www.nbdpn.org/NBDPN/ they even have a committee on legal and ethical issues
http://lwww.birthdefects.org/

http://www.tricare.osd.mil/policy/ha99pol/clin9906.html (military birth defects registry)
http://www.cbdmp.org/progov.htm

Specific conditions with registries.
http://neuro-www3.mgh.harvard.edu/cvs/informationaboutregistry http://www.williams-
syndrome.org/



http://lwww.noonansyndrome.org/home.html



